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Tema 1. Ilopadok nposedennn 6unpobogysans NiKapcoKux 3acooie.

° Konctutynis Ykpaiau 1996 p.;
. Cimeitanit Konexc Yipainu, 2002;

. 3akoH VYkpaiam «OCHOBH 3aKOHOJABCTBA YKpaiHH IIPO OXOPOHY
3mopoB’si» Big 19.11.1992 Ne 2801-XII;

. 3axon Ykpainu «IIpo mikapceki 3acobu»,1996 p.;

. 3akon Ykpaiau «[Ipo 3axuct nepconanpHux qanux» Big 01.06.2010 Ne
2297-VI; «Hacranosa. Jlikapceki 3acobu. Hanexxna xininiyna npakruka. CT-H
MO3Y 42-7.0:2008», 3atBepmxena Hakazom MO3 Vkpaiuu Ne 95 Bix
16.02.2009, 3i 3minamu, BHeceHuMH HakazoM MO3 Vkpainu Bixg 26.09.2017
Nel169

. IMopsiok MpoBeeHHS KIIiHIYHAX BUIPOOYBaHb JIIKapChbKHUX 3aco0iB Ta
eKCIIEpTH3H MaTepialiB KIiHIiYHUX BHIpPoOyBaHb i THIIOBE MOJOXEHHS MPO
KoMicii 3 IMTaHb €THKH, 3aTBepyKeHi Hakazom MO3 Vkpaiam Ne 690 Bix
23.09.2009 3i 3MiHaMu;

® «HacranoBa Jlikapcbki 3aco6u. JlocmimpkeHHS O10€KBIBaJICHTHOCTI
CT-H MO3Y 42-7.1:2016, mo 3arBepmkena Hakazom MO3 Vkpainu Ne 22
Bix 12.01.2017p.;

o «HacranoBa. Jlikapceki 3aco6u. IlomiOnHi Gionmoriuni Jsikapchki
IpernapaTH, 10 MICTSTh MOHOKJIOHAJIbHI aHTHTJIa — HEKJIHIYHI Ta KIIHIYHI
mutanasy CT-H MO3Y 42-7.4:2015, 3arBepmkena Hakazom MO3 Vkpainu
Bim 21.05.2015 Ne 295.

3Hamu oCHOGHI NONONHCEHHA:

Koncrutymis Ykpaiau 1996 p.;
Cimetinnit Konexke Ykpainu, 2002;
Kpuminanerwuii kogexe Yxpainy, 2001;
[uBinbHu# koneke Ykpainu, 2003; |

3akoH YkpaiHu «OCHOBH 3aKOHOZABCTBAa YKpaiHHM IIPO OXOPOHY 3J0POB’SI»
Bix 19.11.1992 Ne 2801-XII;

3akoH Ykpaiau «IIpo mikapchki 3aco6n>§21996 P

3akon Ykpainu «IIpo 3axuct nepcoHanpHux ganux» Bix 01.06.2010 Ne 2297-
VI; «Hacranoma. Jlikapceki 3acobu. Hanmexxma wiminiuna mpakrtuka. CT-H
MO3Y 42-7.0:2008», 3atBepmikena Hakazom MO3 Vkpaimm Ne 95 Bin
16.02.2009, 3i 3minamu, BHeceHuMH HakazoM MO3 Ykpainu Binx 26.09.2017
Nel169

[Topsimok TpOBeEHHS KIHIYHUX BHIPOOYBaHb JIIKapCHKUX 3aco0iB Ta
eKCIIEPTH3H MaTepialiB KIiHIYHMX BUMPOOYyBaHb i THIIOBE MONOXKEHHS IIPO




KoMicii 3 mMTaHb e€TWKH, 3aTBepikeHi HakazoM MO3 Vkpainu Ne 690 Bix
23.09.2009 3i 3minamu;

o «HacranoBa Jlikapceki 3acobu. Jlocmimxenns OioekiBaieHTHOCcT» CT-H
MO3V 42-7.1:2016, mo 3artBepmxeHa HakazoM MO3 Vkpaiam Ne 22 Bix
12.01.2017p.;

e «Hacranosa. Jlikapceki 3aco6u. [ToniOHi GionorivHi TiKapceKi IpenapaTH, 1o
MICTATh MOHOKJIOHAJIbHI aHTHTIJIa — HEKJIiHIYHI Ta KIiHiyHi muTandsy CT-H
MO3YV 42-7.4:2015, 3aTBepmxena Hakazom MO3 Vkpainu Big 21.05.2015 Ne
295:

Bmimu:
1. 3acrocoByBatu npuniunu ICH GCP, GLP.

2. OuiHUTH OYiKyBaHi pU3UKH Ta KOPUCTH IS MANi€HTIB BiJ y4acTi B GioMeTuuIHOMY
nocmipkenni; 3. HamaBatu indopmartiro mpo BHIpOOyBaHHS JIiKapChKUX 3aco0iB
IIpeTeHICHTaM Ta YYacCHUKaM JOCHiKeHHS 3riaHo eTnuHux Bumor GCP, GLP.

4. KopekTHO peecTpyBaTH, 0GpOGIATH, 30epiraTH Ta 3BiTyBaTH iHdOpMAIiiO,
OTpEMaHy Wil 4Yac  BHIPOOYBaHHS JIKapCHKUX 3aco0iB; OIIIHIOBATH KpHTEPil
BKJIIOYECHHS Ta BUKIIOUCHHS; IHTEPIPETYBAaTH Pe3yJbTaTH JIAOOPATOPHUX, KITiHITHHX
Ta iHCTPYMEHTAIBHUX METOJIB OCII/KCHHS; iIHTEPIPETYBaTH Ta 3BiTYBaTH MOGiUHi
cepiiozHi 1 Hecepiio3Hi MOOiIYHI SBHINA Ta pEakKilii, OLIHIOBATH pPe3yJbTaTH
OioMeIMYHUX TOCHiKEHb.

PexomengoBana Jireparypa
Bba3zoBa:

1. 3axon VYkpainu «OCHOBH 3aKOHOJABCTBa YKpaiHM IPO OXOPOHY 370POB’S»
(BimomocTi BepxoBroi Pagu Ykpaiuu (BBP), 1993, N4, ct. 19).

2. 3akoH VYkpainu «IIpo mixapceki 3acobm (Bimomocti BepxoBroi Pamu VYkpainu
(BBP), 1996, N22, cT. 86).

3. Koeryn JI, SnkoBa JI, Pacnytasx C, Ta iH. 3arajpHi NpPHHIMIN OpraHizaiii
JisTTBHOCTI KOMICiH 3 MHTaHb €THKH MIPH JIKYBAIbHO-IPODIIAKTHYHUX 3aKiIaax, B
SKHX IIPOBOJITHCS KIIIHIUHI BUIPOOYBaHHS fTiKapchKuX 3aco0iB. ITocibuuk; Kuis:
JII «/lepxxaBHui excriepTHHI NeHTp MiHicTepcTBa OXOPOHHU 3I0POB’st YKpaiHmy,
2017.44 c.

4. Korcrutynis Ykpainu (Bimomocti BepxoBHoi Pagu Ykpaiuu (BBP), 1996, N30,
cT. 141).

5. Kpuminaneruit xonexc Ykpainu (Bimomocti BepxoBHoi Pamu Ykpainu (BBP),
2001, N25-26, crt. 131).

6. Haka3 MinictepcTBa oxopoHH 310poB’ss Ykpainu 23.09.2009 Ne690 (y pemaxii
Hakasy MO3 Vkpaiau 12.07.2012 Ne523) «Ilopsmox mpoBeleHHS KIiHIYHHX
BUIIPOOYBaHb JIIKapCHKUX 3ac00iB Ta EKCIEPTH3H MaTepialiB  KIiHIiYHHX
BUIIPOOYBaHb.




7. «Hacranosa. Jlikapceki 3aco6u. Hanexna kiinigyna npaktuka. CT-H MO3Y 42—
7.0:2008», 3aTBepmKkeHa Haka3oM MiHicTepcTBa OXOPOHH 310pOB’st YKpaiHH Bif
16.02.2009.p. Ne 95, 3i 3minamu (Haxa3 MO3 Vkpainu Bix 26.09.2017 Nel169).

8. Hakazs MO3 Vkpaimu Bim 20.03.2024 Ne 480 "ITpo 3aTBEpIKEHHS CTAHIAPTY
"HactanoBa. Jlikapceki 3aco0m. Knacudikamis mikapchkux 3aco0iB mepenoBoi
Teparii”.

9. Haxaz MO3 Vkpaiau Bix 12.11.2024 Ne 1895 "IIpo 3aTBepDKeHHS CTaHIAPTY
«HacranoBa. Jlikapceki 3aco0u. BUMOTH [0 IOCBE MOCTIIKYBAaHHMX JIKAPCHKHX
3aco0iB mepeoBoi Teparii y Mexkax KIIiHiYHEX BUIIPOOyBaHb)"

10.1{uBinbHu# kogexc Ykpainu (BiLLOMocﬁ BepxoBnoi Pagu Ykpainu (BBP), 2003,
NN40-44, ct. 356.

11. The Belmont Report: Ethical Principles and Guidelines for the Protection of
Human Subjects of Research, Report of the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research,
Department of Health, Education and Welfare, The National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research, April 18,
1979 (ohsr.od.nih.gov).

Jomomizkna:

1. Trials of War Criminals before the Nhremberg Military Tribunals under
Control Council Law No. 10, Vol. 2, pp. 181-182. Washington, D.C.: U.S.
Government Printing Office, 1949.

2. United Nations, Treaty Series, Vol. 999. Accessed in untreaty.
Un.org/English/access.asp.

3. Good Clinical Practice: Question&Answer Reference Guide. Edited by M.P.
* Mathieu. Barnett International. May 2007.

4. Jlo6posa BE, 3ynanens IA , Mopo3oB AM Tta iH. MeTomon0riusi NpUHIMIN
opranizarii CHCTEMH YIIpaBJIiHHS JAHAMH y KIIHIYHHX
BunpoOyBaHHsX (136.12/13.13) : meTox. pekomenaanii. Kuis; 2012. 32 c.

5. Mansues B, JIsmynoB M, Byxriaposa T, Ta in. Hacranosa CT-H MO3V 42—
7.0:2008. Jlikapcbki 3acobu. Hasnexna xiiniuna mpaktuka. Kuis, 2009. 48 c.

6. Mamsues B, JlimynoB M, bByxriaposa T, Tta in. Cramgaprusamis
dapmaneBTrunoi mpoaykuii. CT-H MO3Y  42-7.0:2008. Hacranosa.
Jlikapceki 3acobu. Hamexna kiiniuna mpaktuka. KuiB: MO3 Vkpainu;
2012;659-704.

7. Mansues BI, €dimnea TK, Mana JIT ta iH. Meroauuni pexomeHpamii
3 YIOPSAKYBaHHS i 3aTBEpIDKEHHS {HCTPYKIiH JUI1 MEIMYHOTO 3aCTOCYBaHHS
mikapcbkux 3aco6iB Kuis : ITHEL] MO3 Ykpaiuu;1999. 96 c.

Indopmaniiini pecypcu:




1

World Medical Association Declaration of Helsinki. Ethical Principles for
Medical
Research Involving Human Subjects. Adopted by the 18th WMA General

Assembly,

B W

0 %0 N o

13

14.

Helsinki, Finland, June 1964, and amended 1975, 1983, 1989, 1996, 2000
(www.wma.net).

http://ohsr.od.nih.gov/guidelines/nuremberg.html
http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%EA %2F96-
%E2%F0. '
http://www.moz.gov.ua/ua/main/ docs/?docID=12796.
http://zakon3.rada.gov.ua/laws/show/z1010-09.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2801-12.
http://www.moz.gov.ua/ua/main/ docs/?docID=12796.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).

. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2341-14.
11.
12,

http://www.wma.net/e/policy/b3.htm.
http://www.fda.gov/downloads/Drugs/Guidance =~ Compliance ~ Regulatory
Information /Guidances/UCM124731.
https://www.dec.gov.ua/news/vplyv-vijny-na-provedennya-klinichnyh-
vyprobuvan-lz-v-ukrayini-klyuchova-dopovid-vid-czentru-pid-chas-
yevropejskoyi-konferencziyi-iz-zabezpechennya-yakosti-2023
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-
ukraine-clinical-trials

Tema 2. Biomeouuni 6unpobyeanna 3a yuacmio Hedie30amuux 00CIiOHCYBAHUX, AKI
HeCnpomoicHi camocmiiin 00amu ingopmoeany 3200y

SIKIo maIieHT He 3JaTHHHM Jatu iHGOpMOBaHYy 3rofy, TO 3roJy IOBHHEH
IiIHCATH HOT0 3aKOHHUHN IIPEICTaBHUK;

3aKkOHHMI [IPEACTaBHUK 3ay4acThes 10 mianucanHs iHpopMoBaHO1 3roau:
-Hemie3qaTHi HaIli€HTH; .

-0CO0H , AKi 3HAXOIATHCS y HEBIIKIIAIHOMY CTaHi;

-HETIOBHOJITHI

3rojia 3aKOHHOTO IIPEICTABHHUKA, sika Ma€ OyTH B IMCHMOBIH (opMi, BpaxoBye
paHille BUpakeHe MOTEHLIMHIM JNOCTIIKyBaHUM OakaHHs ab0 3alepeyeHHs
IIOJI0 y4YacTi B BUIIPOOYBaHHi;

BaTbKy, YCHHOBIIIOBAYM, IIKIyBaJIbHUKH, IPEACTaBHUKH 3aKJIajiB, fKi
BUKOHYIOTh OOOBSI3KH OINIKYHIB Ta MiKJIyBaJIbHUKIB;

OG6OB’sI3KK 3aKOHHOT'O MPE/ICTAaBHUKA MOJATAalOTh B TOMY, 1100 IPECTaBIATH
iHTepecH BiAMOBimHOI 0COOH, aie 3aKOHHHI IPEACTAaBHHK HE € OCOOHCTHM
aJIBOKaTOM ITi€i ocobH.

3namu ocroeéni nonoxcennA:

Koncrutyris Ykpaiau 1996 p.;
Cimeiinuii Kogexc Ykpainu, 2002;

Kpuminansuuit kogeke Ykpainu, 2001;




e IluBineHwmit Kogeke Ykpainy, 2003;

e 3axoH Ykpaiam «OCHOBHM 3aKOHOZABCTBAa YKpAlHH PO OXOPOHY 3HO0POB’SI»
Bix 19.11.1992 Ne 2801-XII;

o 3akon Ykpainu «IIpo 3axucT nepcoHansHUX napmx» Bix 01.06.2010 Ne 2297-
VI, «HacranoBa. Jlikapceki 3aco6u. Hanexna kiminiuna npaxktuka. CT-H
MO3Y 42-7.0:2008», 3atBepmkena Hakasom MO3 Vkpaimm Ne 95 Bin
16.02.2009, 3i 3Minamu, BHecenuMu HakazoM MO3 Vkpainu Bix 26.09.2017
Nel169

e Ilopsamox mpoBeIeHHS KIiHIYHMX BUIIPOOYBaHb JKApCHKUX 3acobiB Ta
eKCIIEPTH3HM MarepiaiiB KIHIYHUX BHIPoOyBaHb i TWIIOBE IONOXEHHS IPO
KoMicii 3 MHTaHb €THKH, 3aTBepkeHi Hakazom MO3 Vkpaimm Ne 690 Bin
23.09.2009 3i 3MiHaMH;

e «Hacranosa Jlikapceki 3aco6m. [ocmimxenHs OioeksiBanentnocti» CT-H
MO3Y 42-7.1:2016, mo 3arBepmxkena Hakasom MO3 VYkpainu Ne 22 Bin
12.01.2017p.;

e Haka3z MO3 Vkpaiuu Bix 20.03.2024 Ne 480 "IIpo 3aTBepmKeHHs CTaHAAPTY
"HacranoBa. Jlikapceki 3acobu. Kiacudikanis mikapchkux 3aco6iB mepenoBoi
Tepamii”.

e BHMOTH OO NPOBEICHHS KIiHIYHI BUMPOOYBAHHS 33 Y4YacTIO HEMI€3NaTHHX
MAalli€HTIB; 2

e po3ymiTH Kio4oBi nuranus, ski JIEK moBHHHA pO3IJISHYTH IIpH IPOBEICHHI
eTHYHO! eKCIepPTH3H JOCIi/UKEHHS 32 y4acTIO 0cCil, sIKi HECIIPOMOXHi JaTH
CBOIO 3TOJIY;

e [HMTaHH:], CTOCOBHO 3aKOHHHX IpelcTaBHUKIB, ki JIEK moBuHHA pO3TIIsHYTH
IIPH TPOBEICHH] €THYHOI €KCIIEPTH3H

Bmimu:

1. 3acrocosyBatu npuanumu ICH GCP, GLP.
-
2. OuiHUTH OYiKyBaHi PU3UKH Ta KOPHCTh JUIS MALI€HTIB Bifl y4acTi B GioMenuaHOMY

JIOCIIi IPKEHHI;

3. HamaBatu indopMalito mpo BUIPOOYBaHHS JTiKapChKHX 3ac00iB IIPETEHICHTAM Ta
yYaCHHKaM JOCIipKeHHS 3rifnHo ernuHux Bumor GCP, GLP.

4. KopekTHO peecTpyBatH, 00poGIATH, 30epiratd Ta 3BITYBAaTH indopmariro,
oTpuMaHy I 4Yac JOCTi[KEHHs JiKapChKMX 3aco0iB; OIiHIOBaTH KpHTepii
BKJIIOYEHHS TA BUKIIOUEHHS; IHTEPIPETYBATH Pe3y/bTaTH JIA00OPaTOPHHX, KIHIYHAX
Ta iHCTPYMEHTATBHHUX METOJB JOCII/DKCHHS; IHTePIIPETYBaTH Ta 3BiTyBaTH MOGI4HI
cepiio3ni i Hecepio3mi moOiuHI SBHINA Ta peakilii; OIHIOBATA peE3yJbTaTH
JIOCITi DKEHb.

PexomMengoBaHa JiiTepaTypa




Ba3oBa:

1 5

10.

Ll

12.

3akoH VYkpaiHu «OCHOBHM 3aKOHONABCTBa YKpaiHH PO OXOPOHY 3I0POB’S»
(Binomocti BepxoBHoi Pamu Ykpainu (BBP), 1993, N4, cr. 19).

3akoH Ykpainu «IIpo mikapceki 3acobu (Bimomocti BepxoBHoi Pamu VYkpainu
(BBP), 1996, N22, cT. 86).

Kosryn JI, flakoBa JI, PacnytHsak C, Ta-iH. 3arajgbpHi NPUHIMIM OpraHizarmii
JiSUIBHOCTI KOMICiH 3 IINTaHb €THKH MPH JIKYBaIbHO-IPOQIIaKTHYHMX 3aKIa1ax,
B SIKHX IIPOBOAATHCS KIiHIYHI BHIPOOYBaHHS JiKapchbKHX 3aco0iB. ITociOHuK;
Kuis: JII «JlepxaBHuUl ekcrepTHHN LeHTp MiHicTepcTBa OXOPOHH 3I0POB’S
VYkpainn»; 2017. 44 c.

Koncturynis Ykpainu (Bizomocti BepxoBHoi Pagu Vkpainu (BBP), 1996, N30,
cT. 141).

Kpuminaneauii komexc Ykpainu (Bimomocti Bepxosuoi Pamu Vkpainu (BBP),
2001, N25-26, ct. 131).

Mansnes BU, Epumnena TK, Benoycosa BH, u np. Kiuuauueckue uvcnbTanus
JeKapCcTBEHHBIX cpencTB. Kuis: «Mopuony; 2002. 352c.

MixHaposHi eTHYHI peKOMeHIaIii o0 zxg'cninxceﬂb, OB’ A3aHUX i3 3710pOB’sM,
3a y4acTIO JIoJel po3pobieHi Pagoro MixkHapoTHHX opraHizalliif MEqUYHHX HAyK
(CIOMS) y cniBnpani 3 BeecBiTHROIO oprasizamiero oxoponu 310pos’s (BOO3).
HIT «[lepxaBHui excnepTHU IeHTp MiHiCTepCTBa OXOPOHH 31M0pOB’ S YKpaiHmy;
2018. 121 c.

Haxa3 MinictepcTBa 0X0poHH 310poB’ss Ykpainu 23.09.2009 Ne690 (y penaxmii
Hakasy MO3 Vkpaiau 12.07.2012 Ne523) «Ilopsimok MpoBeAeHHS KIiHiYHHX
BUIIPOOYBaHb =~ JTIKAPCHKUX 3ac00iB Ta EKCIEPTH3W MaTepialiB  KIiHiYHHX
BHIIPOOYBaHb).

«HactanoBa. Jlikapceki 3aco6u. Hanexua xiiniuna npaktuka. CT-H MO3Y 42—
7.0:2008», 3aTBepKeHa HaKa3oM MiHicTepcTBa OXOPOHH 310pOB’S YKpaiHU Bij
16.02.2009.p. Ne 95, 3i 3minamu (naxa3 MO3 Ykpainu Bix 26.09.2017 Ne1169).

Hakaz MO3 Vxkpainm Bix 20.03.2024 Ne 480 "TIpo 3aTBepIKEHHS CTaHIApTy
"Hacranosa. Jlikapceki 3acobu. Knacudikamis mikapcekux 3acobiB mepemoBoi
Tepamii".

Husinsruit konexce Ykpainu (Bimomocti Bepxosroi Pagu Ykpainu (BBP), 2003,
NN40-44, ct. 356. B

The Belmont Report: Ethical Principles and Guidelines for the Protection of
Human Subjects of Research, Report of the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research,
Department of Health, Education and Welfare, The National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research, April 18,
1979 (ohsr.od.nih.gov).

JonomixkHa:




1. Trials of War Criminals before the Nuremi;erg Military Tribunals under Control
Council Law No. 10, Vol. 2, pp. 181-182. Washington, D.C.: U.S. Government
Printing Office, 1949.

2. United Nations, Treaty Series, Vol. 999. Accessed in untreaty.
Un.org/English/access.asp.

3. Good Clinical Practice: Question&Answéf' Reference Guide. Edited by M.P.
Mathieu. Barnett International. May 2007.

4. Jo6pora BE, 3ymamenp IA, Mopozos AM Ta iH. MeTomoIOTiuHI IPUHIIAITA
opranizanii CHCTEMH yIIpaBJIiHHA JTAHUMH y KJIHIYHAX
sunpoOysannsx (136.12/13.13) : meTox. pexomenpanii. Kuis; 2012. 32 c.

5. Mansues B, JIsmysoB M, Byxrtiaposa T, Ta in. Hacranosa CT-H MO3YVY 42—
7.0:2008. Jlikapchki 3aco6u. HarexHa KIiHigHa IPAKTHKA. Kuis, 2009. 48 c.

6. Mansues B, Jlsmysos M, Byxrtiaposa T, Ta iH. Crannapru3aiis GpapManeBTHYHOL
npoxykuii. CT-H MO3V 42-7.0:2008. Hacranosa. Jlikapcbki 3acobu. Hamexna
kiriniuna nmpaktuka. Kuis: MO3 Ykpainu; 2012;659-704.

7. Mamsnes BI, €bivmesa TK, Mama JIT T1a in MeTomuuHi peKOMeHAIii
3 YIOPSIKYBAHHS 1 3aTBEP/DKEHHsS IHCTPYKIIH Ui MEIMYHOrO 3aCTOCYBAHHI
nikapcekux 3aco6is Kuis : JIHEL] MO3 Vxpainun;1999. 96 c.

Indopmaniiini pecypemu:

1. World Medical Association Declaration of Helsinki. Ethical Principles for

Medical Research Involving Human Subjects. Adopted by the 18th
WMA General Assembly, Helsinki, Finland, June 1964, and amended
1975, 1983, 1989, 1996, 2000 (www.wma.net).

http://ohsr.od.nih.gov/guidelines/ nuremberg.html

http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.

http://zakon.rada.gov.ua/cgi-bin/laws/main.c gi?nreg=254%EA%2F96-%E2%F0.

http://www.moz.gov.ua/ua/main/ docs/?docID=1 2796.

http://zakon3.rada.gov.ua/laws/show/z1010-09.

http://zakon.rada.gov.ua/cgi-bin/ laws/main.cgi?nreg=2801-12.

http://www.moz.gov.ua/ua/main/ docs/?docID=1 2796.

http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nre g=435-15).

10. http://zakon.rada.gov.ua/cgi-bin/laws/main.c gi?fnreg=2341-14.

11. http://www.wma.net/e/policy/b3.htm.

12. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory
Information /Guidances/UCM124731.

13. https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-

EthicalGuidelines.pdf

VNV A WLN

14. http://www.hhs.gov/ohrp/humansubjects/ gtidance/belmont.html

Tema 3. Bumozu 00 yuacmi dimeii y 6unpobysantax NiKApcbKux 3acobie




BunpoGyBaHHS JKAapChKHX 3ac006iB MOXYTh IIPOBOJMTHCH y pasi, SKIIO
BifmoBiganpHMi JTiKapchKmil 3aci0 TpH3HAYCHHM I JIKYBaHHSA JUTAYMX
3aXBOPIOBaHb;

BunpoOyBaHHS 3a y4YacTIO MAaJONITHBOI ~ 0COOM MOXYTh IPOBOAWTHCH 32
HAsBHOCTI IMCHMOBOI 3rojiy ii GaThKiB, a 32 Y4acTIO HEMOBHOJITHBOI OCOOH — Y
pasi HasgBHOCTI ii MUCBEMOBOI 3rOM Ta MCHMOBOT 3ro/M ii 6aTHKiB.

V pasi mposeneHHs GiOMEIMYHHX BHUMPOOYBaHb 3a YYacTIO MAJOJITHIX Ta
HETOBHOJITHIX 0ci6 BifmoBimHa indopMallis HampaBIsSETECSA OO OPTaHiB OMIKK Ta
HiKTyBaHHA 3@ MiCIEM MOCTIHHOrO MPOXKUBAHHS TaKUX OCI0 y TOpPAIKY,
BCTAHOBJIEHOMY IIEHTPAIbHMM OPraHOM BHKOHABUOI BJIAIM y Taly3i OXOPOHH
3I0pOB's.

3a60pOHAETECA TPOBENCHHS BUIPOOYBaHb JIKAPCHKHX 3aco0iB 3a y4YacTio
MAJIOJIITHROI a00 HEMOBHOJITHBOI 0co0H, sKa Mo30aBjieHa OaThKiBCHKOIO
HiKJTyBaHHS, YCHHOBJICHOI TUTHHH a00 TUTHHH-CHPOTH.

3namu 0cHO6HI NONOMCEHHA:

e Koncrurymis Ykpaiau 1996 p.;

o Cimeitnniit Konexce Yxpainu, 2002;

e KpuminaneHuii konekc Ykpainu, 2001;
e IluBineuuit kogekc Ykpainu, 2003;

e 3akoH Vkpainu «OCHOBH 3aKOHOJABCTBa YKpalHH IIPO OXOPOHY 30POB’S»
Bix 19.11.1992 Ne 2801-XII;

e 3akon Ykpaiuu «IIpo mikapceki 3acobu»,1996 p.;

e 3akon Ykpainu «IIpo 3axucT nepcoHansHUX AaHuUX» Bix 01.06.2010 Ne 2297-
VI; «Hacranosa. Jlikapceki 3acobu. Hanexxna kniniuna mpaktuka. CT-H
MO3Y 42-7.0:2008», 3arBepmikeHa HakazoM MO3 Vkpaimm Ne 95 Big
16.02.2009, 3i 3miHamu, BHeceHuMH HakazoM MO3 VYkpainu Bix 26.09.2017
Nel169

e IlopsmoK NPOBENEHHsS KIHIYHAX BHUIPOOYBaHb JIKAPCHKUX 3aco0iB Ta
eKCIIEpTH3H MarepialliB KIiHiYHMX BUNPOOyBaHb i THIIOBE MOJOXEHHS IPO
KoMicii 3 NuTaHp eTHKHM, 3aTBepkeHi HakazoM MO3 Vkpainu Ne 690 Bix
23.09.2009 3i 3minamu;

e 3HarH 1Ly i 3aB1aHHS OiOMEIMYHUX BUIIPOOYBaHb B IEMiaTpii;

e ETvuHi OWTaHHS B MEAiaTPUYHUX JOCIIKHEHHSX;

Bmimu:

1. 3acrocoByBaru nmpuammnu ICH GCP, GLP.

2. OuiHuTH OYiKyBaHi PU3MKH Ta KOPUCTH JUIA MALi€HTIB BiJl y4acTi B KIIHIYHOMY
nocmimkenni; 3. Hamasatu iHpopmaiito mpo BHIpOOYBaHHS JTiKapchKHX 3aco0iB
IpeTEeHIEHTaM Ta YY4aCHHUKaM JOCIipKeHHs 3riqHo ernynux Bumor GCP, GLP.




4. KopekTHO peecTpyBaTh, 06poGisATH, 36epiraTé Ta 3BiTyBaTH iHpopmartiro,
OTpUMaHY IIiJ{ Jac GiOMENMYHOro JOCIIKEHHS; OL[iHIOBATH KPHUTEPIi BKIIOYEHHS Ta
BUKIIOYCHHS;  IHTEPHPETyBaTH pe3yibTaTH JabOpAaTOPHMX, KIHIYHHX Ta
IHCTPYMEHTATILHAX METOMIB JAOCIiIKEHHS; iHTepIpeTyBaTd Ta 3BiTYBaTH MOOIYHI
cepiio3Hi i1 Hecepio3Hi moGiumi sBWmA Ta peakuii; OuWiHIOBATH pe3ysbTaTi
JOCIIiDKEHB TiKapCHKUX 3ac00iB.

PexomennoBana jitepatypa
Ba3zoBa:

1. Arnec Caitur Peitmonn, Moposzos AM, Artumnkun FOT. Indopmaniitaa Gpourypa
IIONI0 MPOBENCHHS KIiHIYHHX BHNPOGYBaHb JiKapCHKUX 3ac06iB B memiarpii.
Kuis: JIII «[lepxaBrmii excrepTHHil neHTp MiHicTepcTa OXOPOHH 3I0POB’SI
VYxkpainuy; 2013. 64 c.

2. 3akoH VYkpainu «OCHOBH 3aKOHOIABCTBA YXpaiHH IIPO OXOpOHY 3I0pOB’s»
(Binomocti Bepxosroi Panu Ykpaiuu (BBP), 1993, N4, ct. 19).

3. 3akon Ykpaimm «[Ipo mikapceki 3aco6u (Bimomocti BepxoBHoi Pamu Vkpainu
(BBP), 1996, N22, cr. 86).

4. Kosryn JI, SukoBa JI, Pacnytask C, ta in. 3aranbmi IPUHIUIN OpraHi3aiii
JUSUIBHOCTI KOMICi# 3 IHTaHb €THKU IH JTiKyBaTbHO-POBLIAKTHIHIX 3aKiaax,
B SKHMX NPOBOJATECS KIiHIYHI BUNPOOYBaHHS JHKapChkux 3acobiB. ITociGHUK;
Kuis: JIIT «[lepxaBHuit excreprauit nentp MinicTepcTsa OXOpPOHH 30pOB’s
Vkpainny; 2017. 44 c.

5. Koncrurynis Vkpainu (Bizomocti Bepxosroi Pagu Vpainu (BBP), 1996, N30,
cT. 141).

6. Kopraupkuit B. ETWuni nuraHHsS B MeIMuHIN mpakTALi. CydacHi mpoGremu
6ioetuxu. Kuis: «Axanemnepiomuxay; 2009;175-179.

7. KpuMinamenuit xonekc Vkpainm (Bimomocti BepxoBroi Pajm Vkpainu (BBP),
2001, N25-26, crt. 131).

8. MixHaponHi eTHYHI pekOMeHaii MoK NOCIiPKEHb, OB’ 3aHUX i3 3JI0pOB’sIM,
3a y4acTIO Jiofled po3pobiieHi Pajoro MixkHapoHIX opraHizaniii MeIUYHHX HayK
(CIOMS) y cniBnpari 3 BeecitHBO0I0 opranizariero oxoponH 310poB’s (BOO3).
AT «[lepxaBuuii excrepTHuif HeHTp MiHicTepcTBa OXOPOHH 3I0poB’sl YKpaiHuy;
2018. 121 c.

9. Haxas MinictepcTBa 0XOpoHH 310poB’s Ykpaiau 23.09.2009 Ne690 (y penmaxmii
Hakasy MO3 Vkpainu 12.07.2012 Ne523) «ITopsmok IIpOBEAEHHS KITiHIYHEX
BUNIPOOYBAaHb JIKapChKMX 3aCOGIB Ta eKCTEpTH3H MaTepiaiB  KIiHiYHEX
BHUIIPOOYBaHBY.

10. «Hacranosa. Jlikapcski 3aco6u. Hanexwa kininiuna npaktuka. CT-H MO3Y 42—
7.0:2008», 3aTBepmKeHa Hakasom MiHicTepcTBa 0XOpOHH 310pOB’sl YKpaiHH BiJ
16.02.2009.p. Ne 95, 3i 3minamu (naxas MO3 Vkpainu Bix 26.09.2017 Nel 169).




11. Hakaz MO3 Vkpaiuu Big 20.03.2024 Ne 480 "IIpo 3aTBepIKEHHS CTaHIApPTY
"Hacranosa. Jlikapceki 3acobu. Kiacudikamis mikapchkux 3aco0iB IepenoBoi
Teparii”.

12. Hakaz MO3 Vkpaiuu Big 12.11.2024 Ne 1895 "IIpo 3aTBepKE€HHsS CTaHAApTY
«HacranoBa. Jlikapceki 3aco0u. BHMOru 10 JOCBE NOCIIKYBAaHHX JIKapCHKHX
3aco6iB IepeI0BOi Teparii y Mexax KIIiHIYHUX BUIIPOOyBaHb»"

13 I{uBinsHuii komexe Ykpainu (Bimomocti BepxoBroi Pamu Yxkpainu (BBP), 2003,
NN40-44, crt. 356.

14. The Belmont Report: Ethical Principles and Guidelines for the Protection of
Human Subjects of Research, Report of the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research,
Department of Health, Education and Welfare, The National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research, April 18,
1979 (ohsr.od.nih.gov).

JonomizkHa:

1. Trials of War Criminals before the Nuremberg Military Tribunals under Control
Council Law No. 10, Vol. 2, pp. 181-182. Washington, D.C.: U.S. Government
Printing Office, 1949.

2. United Nations, Treaty Series, Vol. 999. Accessed in untreaty.
Un.org/English/access.asp.

3. Good Clinical Practice: Question&Answer Reference Guide. Edited by M.P.
Mathieu. Barnett International. May 2007.

4. Jlo6posa BE, 3ymanens IA , Mopo3os AM Ta in. MeTomonoriudi MpUHIHIH
oprasizanii CHCTEMH yIIpaBIIiHHS TAHUMH y KIIHIYHHX
BunpobyBanusax (136.12/13.13) : meton. pexomennaii. Kuis; 2012. 32 c.

5. Maisues B, JIasnynoB M, Byxtiapoa T, ta in. Hacranoa CT-H MO3YVY 42—
7.0:2008. Jlixapceki 3aco6u. Hanexua kiiniuna npakruka. Kuis, 2009. 48 c.

6. Mamsues B, JlsmymoB M, DByxtiaposa T, Tta in. Crangaprusanis
dapmanesranoi npoaykuii. CT-H MO3Y 42-7.0:2008. HacranoBa. Jlikapchki
3acoOu. Hanexna kiiniuna npaktuka. Kui: MO3 Ykpainu; 2012;659-704.

7. Mamsnes BI,  €pimuesa TK, Mana JIT Ta in. Meroauuni pexoMeHpamii
3 YIOPSAKYBAaHHS 13aTBEPKCHHS 1HCTPYKIIHM Ui MEIUYHOrO 3acTOCYBaHHS
mikapcbkux 3aco6iB Kuis : IHEL] MO3 Vkpainu;1999. 96 c.

Indopmaniiini pecypen:

1. World Medical Association Declaration of Helsinki. Ethical Principles for

Medical Research Involving Human Subjects. Adopted by the 18th WMA
General Assembly, Helsinki, Finland, June 1964, and amended 1975,
1983, 1989, 1996, 2000 (Www.wma.net).

http://ohsr.od.nih.gov/guidelines/nuremberg.html
http://www.wctn.org.uk/downloads/EU Directive/ Directive.pdf.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%EA%2F96-%E2%F0.
http://www.moz.gov.ua/ua/main/ docs/?docID=12796.
http://zakon3.rada.gov.ua/laws/show/z1010-09.
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7. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=280 1-12.

8. http://www.moz.gov.ua/ua/main/ docs/?docID=12796.

9. http://zakon.rada. gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).

10. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=234 1-14.

11. http://www.wma.net/e/policy/b3.htm.

12. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory
Information /Guidances/UCM124731. ~ ~

13. https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-
EthicalGuidelines.pdf

14. http://www.hhs.gov/ohrp/humansubjects/ guidance/belmont.html

Tema 4. Bpasnusi cy6’exmu ma moxcnusicme ix yuacmi y biomeouunux
6uUNpoOyBaHHAX.

Jlo Bpa3sTuBHX Cy0’€KTiB HaleXaTb 30KpeMa, IIPEICTABHUKH IiUIeTIIOl  JIAaHKH
iepapxiyHuUX OpraHi3alii:

e yuHi BHIMX 1 CepemHiX MemuuHuX (y TOMY YHCIIi THX, LIO
CIIeLiaTi3yIOThCA B Tally3i CTOMATONOTi) i hapMaleBTHIHAX HAaBYAIBHUX
3aKmaniB, mepcoHan  KIiHiK i  J1abopaTopilf,  CHiBPOOITHHKH
(hapMaIleBTHYHEX KOMIaHii, a TaKkoX CiIyXOOBIi 30pOMHMX CHI i
yB’SI3HEHI.

MAIi€HTH 3 HEBUJIIKOBHUMH 3aXBOPIOBAHHIMH,

0co6H, SIKi IIPOXKHUBAIOTE Y OYIMHKAX NPUCTAPLIAX;

6e3pobiTHI Ta Maio3abe3neyeHi;

mamieHTH, sKi IepeOyBaloTh y CTaHi, IO HOTpeOye HEBiAKIATHOI
MEIWYHOI JOIIOMOTH;

e  IIPEICTABHUKY HalliOHAIBLHUX MEHIINH, 6e3710MHi, BOJIOLFOTH, O1)KEeHI;

e  HENOBHOJITHI, @ TAKOX 0COOH, He 3/1aTHI NaTH iHPOPMOBAHY 3TOAY.

_ HesBakaroud Ha Te, IO IPSMOi 3a60pOHH, BKIIOYATH KAaTETOPIIO BPa3IMBHX
cy0’ekTiB 0 KIIHIYHEX JOCIHIKEHb, CTAHIAPTH Hanexusoi Kiiniunoi Ta
nabopatopHoi ITpaktuxu (GCP, GLP) He micTath. JIOCHTH YacTO CIHCOK KpUTEPIiB
BUKIIIOUCHHS y MPOTOKOJIAX GiOMEJUYHAX BHIPOOYBaHb MiCTHTH Hepelik caMe LuX
xareropiii. ToOTO TMPOTOKOJIOM KOHKPETHOTO  MOCIIUKCHHS Taki  Kareropii
3a60POHEHO BKITIOUATH, OCKLIIBKY aBTOPH HMPOTOKONIY BOAYaroTh Olnble PU3UKIB JUIS
HUX, aHDDK KODHCTi, 8 TaKOX HE 3HAXOIITh aIeKBaTHUX Ta JOCTATHIX MeXaHi3MiB ix
HANEXHOTO 3aXHCTy Yy AKOCTi CyG’€KTiB BHIPOOYBaHb JiKapCHKHX 3aco0iB
(manpukian, Oe3moMHI ocoOu 3a3Bu¥ail HE BKIIOYAIOTBCS [0 OlOKITiHIYHUX
JOCTTi JUKEHB).

3Hamu:0CHOBHI MEIMKO-IIPABOBi JOKYMEHTH, INO PETJIAMEHTYIOTh IPOBEICHHS
GioMEIMYHAX JOCIIKEeHb, MAaTH MOHATTS PO BPA3IMBHX MAIl€HTIB Ta iX y4acTh B
BUIIPOOYBaHHSX JIKapCHKHUX 3aC00iB.

émimu: 3acrocosypary npurmum ICH GCP, GLP caMocCTiliHO BHKIagaTH CBOI
TOTVISUTH, OILHHIOBATH OYiKyBaHi PH3MKM Ta KODHCTh IS NAIliEHTIiB Bill y4YacTi B
BANpOGYBaHHI JKAapCHKUX 3aco0iB; aHANI3yBaTH JaHi, OTpAMaHI 3 indopmariiaux
IDKEpelL.




PexomenaoBaHa JiTepaTypa:

Ba3oBa:

L

9

3akoH VYkpainu «OCHOBH 3aKOHOJABCTBA YKpalHH IIPO OXOPOHY 3JI0pOB’SI»
(Bimomocrti Bepxosroi Paxu Yxpainu (BBP), 1993, N4, cr. 19).

3axon Yxpainm «IIpo mikapceki 3acoGu (Bimomocti BepxosHoi Panu Ykpainu
(BBP), 1996, N22, ct. 86).

Koeryn JI, SIaxosa JI, Pacnyrask C, Ta:in. 3araibHi NpHHIAIHN oprasizarii
JiSTIBHOCTI KOMICiii 3 MUTaHb €TUKHU TIPH JiKyBaIBHO-IPOPUIAKTHYHIX 3aKIafax,
B SIKMX IPOBOMSTHCA KIiHiUHI BHIMpoOyBaHHs Jikapchkux 3acobis. IlociGHuk;
Kuis: I «JlepaBHUil eKCHepTHHH LeHTp MiHicTepcTBa OXOPOHH 31OPOB’S
Vxpaiamy; 2017. 44 c.

Kosncrurymist Ykpaiau (Binomocti Bepxosroi Pamu Vipainu (BBP), 1996, N30,
cT. 141).

Kpuminansauii kogexe Yxpainu (Bimomocti Bepxosnoi Pamu Ykpainu (BBP),
2001, N25-26, ct. 131).

Mi>KHApO/IHI eTHYHi peKoMeHauii MO0 TOCIiDKEHb, OB’ I3aHUX i3 310POB’SIM,
3a y4acTIO Jojel po3pobiieni Pagoro MiXKHapOIXHEX OpraHi3aiifl MEAMYHHX HayK
(CIOMS) y cmiBnpari 3 BeeciTHboI0 Oprasizamieio oxoporu 310pos’s (BOO3).
JIIT «/lepxaBHUit ekcriepTHUH HeHTp MiHicTepcTBa OXOPOHH 3740POB’sL Y KpaiHIm»;
2018. 121 &.

Haxa3 MinictepcTBa oXopoHH 310poB’s Ykpainu 23.09.2009 Ne690 (y pemaxuii
Hakasy MO3 Vkpairm 12.07.2012 Ne523) «Ilopsnox MpOBENeHHS KIIHIYHHX
BHIPOOYBaHb JKAPCHKUAX 3acO0iB Ta eKCIEPTH3M MaTepialiB  KIiHIYHHX

BUIIPOOYBaHbY.

«Hacranosa. Jlikapceki 3aco6u. Hanexna xiiniusa mpaktuka. CT-H MO3Y 42—
7.0:2008», 3aTBepIKeHa Haka3oM MiHicTepcTBa OXOPOHHM 30POB’S YKpaiHH Bil
16.02.2009.p. Ne 95, 3i 3minamu (naxas MO3 Vkpainu Big 26.09.2017 Nel169).

[{uBinsauit Koneke Ykpainu (Bizomocti Bepxosroi Pamu Vkpainu (BBP), 2003,
NN40-44, cr. 356.

10. The Belmont Report: Ethical Principles and Guidelines for the Protection of

Human Subjects of Research, Report of the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research,
Department of Health, Education and Welfare, The National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research, April 18,
1979 (ohsr.od.nih.gov). R

JomomizkHa:

1.

Trials of War Criminals before the Nuremberg Military Tribunals under Control
Council Law No. 10, Vol. 2, pp. 181-182. Washington, D.C.: U.S. Government
Printing Office, 1949. '




United Nations, Treaty Series, Vol. 999. Accessed in untreaty.
Un.org/English/access.asp. i

Good Clinical Practice: Question&Answer Reference Guide. Edited by M.P.
Mathieu. Barnett International. May 2007.

I[06p013a BE, 3ymasens IA, Mopo3oB AM Tain. Meromonoriui TPUHIHIH
oprasizartii CHCTEMH yIpaBIiHHA JAaHUMHU y KIIHIYHUX
BunpoOyBanHsax (136.12/13.13) : merox. pekomenaii. Kuis; 2012. 32 c.

. Masues B, JIsnynoB M, Byxrtiaposa T, ta in. Hacramosa CT-H MO3Y 42-

7.0:2008. Jlikapceki 3aco6u. Hanexna kiiniusa npaktuka. Kuis, 2009. 48 c.

Masbues B, JIsmysos M, Byxriaposa T, Ta in. CrannapTu3aiis GpapManeBTHIHOL
npoxykuii. CT-H MO3Y 42-7.0:2008. Hacramosa. Jlikapceki 3acobu. Hamexna
KriniuHa npaktuka. Kuis: MO3 VYkpaian; 2012;659-704.

Mamsues B, €dimmea TK, Mama JIT Ta in. Meromudni pexomeHpawii
3 YIOPSAAKYBAHHS 1 3aTBEPIKCHHS iHCTPYKIiH i1 MEIMYHOTO 3aCTOCYBAHHS
nikapcrkux 3aco6iB Kuis : JIHEL] MO3 Vkpainu;1999. 96 c.

Indopmaniiini pecypcu:

B

VPNV LN

World Medical Association Declaration of Helsinki. Ethical Principles for
Medical Research Involving Human Subjects. Adopted by the 18th WMA
General Assembly, Helsinki, Finland, June 1964, and amended 1975, 1983,
1989, 1996, 2000 (www.wma.net).
http://ohsr.od.nih.gov/guidelines/nuremberg.html
http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%EA %2F96-%E2%F0.
http://www.moz.gov.ua/ua/main/ docs/?docID=12796.
http://zakon3.rada.gov.ua/laws/show/z1010-09.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2801-12.
http://www.moz.gov.ua/ua/main/ docs/?docID=12796.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).

10 http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2341-14.
11. http://www.wma.net/e/policy/b3.htm.
12. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory

Information /Guidances/UCM124731.

13. https://cioms.ch/wp- content/uploads/2017/01/WEB CIOMS-

EthicalGuidelines.pdf

14. http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html

Tema 5: ITonamma npo COII Komicii 3 numanb emuKku npu JIKyéanIbHO-
npoghinakmuuHux 3ax00ax. SHEL

e IIPOIEC BH3aUeHHS CKJIaAy KOMICii 3 IMTaHb €THKY;

e TOPAJIOK IUIAHYBAHHS i IPOBEJCHHS 3acifianb, iHGOPMYBaHHS WICHIB
JIEK 1po 3acijjaHHs, BAMOI'O 10 KBOPYMY;

s




e MOPSAZOK MOHITOPHHTY GiOMEIUYHUX BHIIPOOYyBaHb KOMICi€l0 3 IMTaHb
€THKM IIoJA0 3abe3leueHHs 3aXUCTy IpaB, Oe3meku, Oraromosydds
MaIfi€HTiB (3I0pOBUX HOOPOBOJBIIB), €TUYHHX Ta MOPAIbHO-IIPABOBHX
aCIeKTiB B IPOIECi MPOBENEHHS BUIPOOYBaHHS JIIKapChKUX 3aco0iB B
nanomy JIII3;

e mporec OOrOBOPEHHS, CXBAJCHHS Ta MPHUHATTSA DIlIEHHS WICHAMH
JIEK 3a mpUHIMIIOM €IUHOI JYMKH.

3namu: ocuoBu Kepisaurea Hanexnol kiIiHiYHOT Ta 1a00paTOpHOI IPAKTHKH

(GCP, GLP); 3aranbHi IpHHIUIN OpraHizamii JisIbHOCTI KOMICidl 3 MATaHb ETHKH
IpH JTKYyBAIGHO-MPO(ITAKTHYHAX 3aKJIagaX, B SIKUX IPOBOIATHCS BUIIPOOYBaHHS
JKapChKHUX 3ac00iB.

XBOPHUMH; MaTH MOHATTA 1po ckiax JIEK, o6oB

émimu: BUKOPHCTOBYBaTH MOpPAIBHO-€THYHI MPUHIUIK CIUIKYBaHHS 3
*a3xu JIEK, COII eTHuHEX KOMICIi.

e .

PexomengoBaHna Jitepatypa:

ba3oBa:

1.

2

3akon Ykpainu «OCHOBH 3aKOHOJABCTBA YKpaiHH IIPO OXOPOHY 3HOpPOB’S»
(Bimomocti BepxoBHoi Panu Ykpaiau (BBP), 1993, N4, ct. 19).

3akon Ykpainu «IIpo mikapcbki 3acobu (Bimomocti BepxoBHoi Pagu Ykpainu
(BBP), 1996, N22, ct. 86).

Kosryn JI, SIukoBa JI, Pacnyrask C, Ta iH. 3aranpHi NPUHIWNN OpraHizarii
JMISUTBHOCTI KOMICif 3 MHTaHb E€THKA NpH JKyBaJIbHO-NPO(IIaKTHYHHX
3aKiIajiaX, B SKHX [IPOBOISTHCS KJTiHIUHI BUNPOOYBaHHS JiKapChKHX 3acobiB.
[Mociouuk; Kuis: JI1 «/lepxaBHuii ekcriepTHH# eHTp MiHicTepcTBa 0XOPOHU
310poB’s Ykpainu»; 2017. 44 c.

MixHapoaHi eTHYHi pEeKOMEHMAIli IMOA0 MOCIi[XKEeHb, IOB’SI3aHUX 13
3[I0POB’sIM, 3a y4acTIO JifoAeil po3pobieHi Pamgoro MiXkKHApOJHHUX OpraHizarii
Memuuamnx Hayk (CIOMS) y coiBmpaii 3 BeecBiTHROIO oprasizani€io 0XOpoHH
3gopoB’ss (BOO3). Il «/lepxaBHuii excmepTHH# LeHTp MiHicTepcTBa
OXOpOHHU 310poB’a YKpainu»; 2018. 121 c.

Haka3z MinicTepcTBa 0XOpoHH 3m0poB’s Ykpainu 23.09.2009 Ne690 (y
penakiii Hakasy MO3 Vkpaiau 12.07.2012 Ne523) «Ilopsimok mpoBeneHHS
KIHIYHAX BHUIPOOYBaHb JHKApCHKUX 3aco0iB Ta EKCIEepTH3H MaTepiaiiB
KIIIHIYHAX BUIPOOYBaHBY.

«HacranoBa. Jlikapceki 3acobu. Hanexxna xiiniyna npaktuka. CT-H MO3Y
42— 7.0:2008», 3arBepmKeHa Haka3oM MiHicTepcTBa OXOPOHHM 3I0pOB’S
Vkpainu Big 16.02.2009.p. Ne 95, 3i 3minamu (Hakaz3 MO3 VYkpainu Bifg
26.09.2017 Nel1169).

Hakxa3z MO3 VYkpainu Big 20.03.2024 Ne 480 "IIpo 3aTBepIkeHHS CTaHIAPTY
"Hacranosa. Jlikapceki 3acoou. Kiacudikarrist ikapchkux 3aco0iB mepeaoBoi
Teparmii".




8.

Haxa3z MO3 Ykpainu Bix 12.11.2024 Ne 1895 "IIpo 3aTBep/KkeHHs CTaHAAPTY
«HacranoBa. Jlikapceki 3acobu. BuMmorm m0 J0Che JOCHIIKYBaHHX
JiKapchKHX 3aC00iB IepeoBOi Teparii y Mexax KIiHIYHUX BUIIPoOyBaHb)»"
The Belmont Report: Ethical Principles and Guidelines for the Protection of
Human Subjects of Research, Report of the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research,
Department of Health, Education and Welfare, The National Commission for
the Protection of Human Subjects of Biomedical and Behavioral Research,
April 18, 1979 (ohsr.od.nih.gov).

10. Beauchamp T L, Childress JF. Principles of biomedical ethics. Oxford.:

1

Oxford university press; 1994. 546 p.

1. Kuhze H, Singer P, Bioethics. An Anthology. Oxford: Blackwell Publ. Ltd;
1999. 600 p.

Jomomizkna:

1.

Trials of War Criminals before the Nuremberg Military Tribunals under Control
Council Law No. 10, Vol. 2, pp. 181-182. Washington, D.C.: U.S. Government
Printing Office, 1949.

United Nations, Treaty Series, Vol. 999. Accessed in untreaty.
Un.org/English/access.asp.

Good Clinical Practice: Question&Answer Reference Guide. Edited by M.P.
Mathieu. Barnett International. May 2007.

Jlo6poBa BE, 3ymanens 1A, Mopo3oB AM Ta iH. MeTOHONOTIYHI TPUHIUITN
oprani3zartii CHCTEMH YIIpaBIiHHS JTAaHAMH y KIIHIYHHX
BunpoOyBaHHsx (136.12/13.13) : metox. pexomennanii. Kuis; 2012. 32 c.
Mansnes B, JlsnynoB M, Byxrtiaposa T, Ta in. HacranoBa CT-H MO3V 42—
7.0:2008. Jlikapchki 3acobu. Hanexxna kininiyna npaktuka. Kuis, 2009. 48 c.
Manbues B, JlanymoB M, DbByxtiapoBa T, Ta in. Crangaprusanis
¢bapmaneBTuunoi mpoaykuii. CT-H MO3Y 42-7.0:2008. Hacranosa. Jlikapchki
3acobu. Hanmexna xminiuaa npaktuka. Kuis: MO3 Vkpainu; 2012;659-704.
Manbues BI, €dimueBa TK, Mana JIT ta in. Meromuuni pexoMeHmaii
3 YIOPSAKYBaHHS 1 3aTBEpIKEHHS IHCTPYKIiN I MEIUYHOTO 3aCTOCYBAaHHS
nikapcbkux 3aco6iB Kuis : JIHEL] MO3 Ykpainu;1999. 96 c.

Indopmaniiini pecypcu:

1z

N LU AW

World Medical Association Declaration of Helsinki. Ethical Principles for
Medical Research Involving Human Subjects. Adopted by the 18th WMA
General Assembly, Helsinki, Finland, June 1964, and amended 1975, 1983,
1989, 1996, 2000 (www.wma.net).
http://ohsr.od.nih.gov/guidelines/nuremberg.html
http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.
http://www.moz.gov.ua/ua/main/ docs/?docID=12796.
http://zakon3.rada.gov.ua/laws/show/z1010-09.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2801-12.
http://www.moz.gov.ua/ua/main/ docs/?docID=12796.




8. http://www.wma.net/e/policy/b3.htm.
9. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory

Information /Guidances/UCM124731.

10. 'https://www.who.int/publications/i/item/9789240006218
11. https://www.frontiersin.org/articles/10.3389/fmed.2022.966220/full

12. https://www.dec.gov.ua//wp-content/uploads/201 9/08/posibnykn.pdf

Tema 6. Jianvnicme /Jeprcasnozo excnepmmnozo yeumpy MO3.

I'0/I0BHOI0 METOIO TiIBHOCTI CTPYKTYPHOIO MiAPO3aLIY €:

ExcrnepTu3a MartepianiB GioMequYIHUX BHIPOOYBaHb (IPOTOKONH, CYTTEB
IIOIIPABKH); -

AHani3 mo6iYHMX peakiili mig 9ac mpoBeleHHs BUIPOOYBaHb JKapChKHX
3ac00iB;

KoHTponp TNpoBeleHHS BHIPOOYBaHb JiKapchKUX 3aco0iB B VYkpaiHi
BiJITOBiTHO IO HOPMaTUBHUX BUMOT;

Excneprusa marepiaiiB JOKIiHIYHUX BUNPOOYBaHB;

Po3po6ka HOpPMATHBHO-IIPaBOBHX IOKYMEHTIB y cdepi BHIpoOyBaHb
JTiKapChKHX 3ac00iB, BIPOBaKEHHS MIKHAPOJHHX BHMOI 0 IIPOBEACHHS
O6ioMeIMYHMX BUIOpPOOYBaHb, MJOKTIHIYHHX IOCHIJKEHb JIKapChKHX
3ac00iB;

OcHoBHUMH 3aBIaHHAMH [lenapTaMeHTy €:

[Tpuitom MarepianiB OioMeaMYHUX BHUIPOOYyBaHb Ui IPOBEICHHS
EKCIIEPTH3M 3 METOK MiATOTOBKH Yy3aralbHEHHX BHMCHOBKIB IIOJO
POBECHHS KIiHIYHUX BUIPOOYBaHB/CYyTTEBHX MOIPABOK;

Opranizamiss TpoBeJeHHS eKCHEPTH3H MarTepiajiB BUIIPOOYBaHb
JTiKapCchKUX 3ac00iB;

[IpoBemeHHs €KCIEPTH3M MaTepialiB JOKIiHIYHOTO BMBYCHHS Ta ayIHTY
JOKJIIHIYHOTO BHBYEHHS JIKapChbKMX 3aco0iB BiJIOBIAHO A0 YHHHHX
HOPMaTHBHUX BHMOT; g

Opranisanis po6oTu moao 360py, peecTpanii Ta aHani3y HOBIIOMIEHb PO
no6ivyni peakuii mix yac mpoBexeHHs BUIPOOYBaHb JTiKAPChKUX 3ac00iB;
HaykoBo-opranisaiiiina po6ora 3 po3poOKH HOPMAaTHBHHX JOKYMEHTIB,
TEXHIYHMX BHMOI, KEPIBHHITB, IIOCTAaHOB, 3 IIMTaHb OpraHisamii,
NPOBEJEHHS Ta aHajlily OioMeIWYHHX BHUIPOOYBaHb, JOKIiHIYHHX
JOCIIiKEHD JTiKapChKUX 3aC00iB, KOHTPOJIIIO 32 JOCITIIKEHHAMH.

VyacTe y po3poOli IIPOEKTiB HOPMATHBHUX, 3aKOHOJABYHX akKTiB,
iHCTpYKIili Ta TX mepernsny;

3Hamu: 3araibHi TPUHIWIN OpraHizamii isutbHOCTI JIep’kaBHOTO €KCIIEPTHOTO
neatpy MO3, ocHOBHI 3aBHaHHS JlemapTaMeHTy.

émimu: MaTH MOHATTS MpO Aisu1bHOCTI JlepxaBHoro ekcreprHoro neHTpy MO3.




PexomenpoBana Jiiteparypa:

ba3osBa:

1.

3akoH Ykpainu «OCHOBH 3aKOHOJABCTBa YKpaiHH MPO OXOPOHY 3IOPOB’S»
(Bimomocrti BepxoBroi Pagu Ykpainu (BBP), 1993, N4, ct. 19).

3akon Ykpainu «IIpo mikapceki 3acobu (Bimomocti BepxoBHoi Pagu Ykpainu
(BBP), 1996, N22, cT. 86).

Kosryn JI, fnkoBa JI, Pacnyrasax C, Ta iH. 3arajgpHi NpUHIMIMA OpraHi3amii
JISUTBHOCTI KOMICIi# 3 MUTaHbh €THKU IIPH JiKyBaJIbHO-IPO(ITAKTUYHHX 3aKiIaax,
B SIKMX IPOBOAATHCA KIiHIYHI BHIPOOYBaHHS JiKapchKuUX 3aco0iB. IlociOHuK;
Kuis: JII1 «JlepkaBHuUii eKclepTHHH LeHTp MiHicTepcTBa OXOpPOHH 370pOB’S
VYkpainmny»; 2017. 44 c.

Mamsues BU, Edpumuesa TK, Bemoycosa BH, u ap. Knuandeckue ucnbrranus
nexkapcTBEeHHBIX cpeactB. KuiB: «Mopuony; 2002. 352c.

Mi>xHapoHiI €THYHI peKOMEHJAIl 00 AOCIiKEeHb, OB’ I3aHUX i3 3I0POB’SIM,
3a y4acTio el po3pobieni Pamoro MixHApoaHUX OpraHi3alliii MeIUYHUX HayK
(CIOMS) y cmiBnparii 3 BeecBiTHROI0O Opranizamniero oxopoHu 310pos’s (BOO3).
JI1 «JlepxaBHUit eKciepTHHIA HeHTp MiHiCTepcTBa OXOpOHH 340POB’ S YKpaiHu»;
2018. 121 c.

Haka3z MinicrepcTBa oxopoHH 310poB’ss Ykpaiau 23.09.2009 Ne690 (y pemakuil
Hakazy MO3 Vkpaiam 12.07.2012 No523) «Ilopsmox mpoBeieHHsS KIiHIYHHAX
BUNPOOYBaHb JIKAPCHKUX 3aco0iB Ta €KCHEPTH3M MaTepialiB  KIiHIYHHX
BUNPOOYBaHEY. %

«Hacranosa. Jlikapceki 3aco6u. Hanexxna kiminiuna npaktuka. CT-H MO3Y 42—
7.0:2008», 3aTBepmKeHa Haka30M MiHiCTepCTBa OXOPOHH 3I0POB’S YKpaiHH Bij
16.02.2009.p. Ne 95, 3i 3minamu (Haka3z MO3 Ykpainu Bix 26.09.2017 Nel1169).

Hakaz MO3 Vxkpaiau Big 20.03.2024 Ne 480 "IIpo 3aTBepIKEHHS CTaHIAPTY
"HacranoBa. Jlikapceki 3acobu. Knmacmikaris nikapcbkux 3aco0iB mepemoBoi
Tepamii".

Haxaz MO3 Vkpainu Big 12.11.2024 Ne 1895 "IIpo 3aTBepkeHHS CTaHIApTy
«Hacranosa. Jlikapceki 3aco6u. BuMoru 10 JI0Che MOCHTIIKYBaHHMX JTiKAPCHKHX
3aco0iB IepeIoBol Tepartii y Mexax KIiHIiYHAX BUIPOOYBaHbY"

JlomomickHa:

1.

Hlo6poBa BE, 3ymanens IA, MopozoB AM tain. MeToaonoriubi NpHHIKIN
oprasi3zamii CHUCTEMH YIIpaBIIiHHS JTAHUMH y KIIHIYHHX
BunpoOyBanHsx (136.12/13.13) : Meton. pexomenaarii. Kuis; 2012. 32 c.
Manenes B, Jlanynos M, Byxriaposa T, Ta in. Hacranosa CT-H MO3Y 42—
7.0:2008. Jlikapceki 3acobu. Hanexna kiiniuna npaktuka. Kuis, 2009. 48 c.
Mansues B, JIsmynoB M, Byxriaposa T, ta in. CtanmapTu3zaiiis papManeBTHIHOI
npoxaykuii. CT-H MO3Y 42-7.0:2008. HactanoBa. Jlikapceki 3acobu. Hanexna
KiiHiyHa mpaktuka. Kuis: MO3 Vkpaiuu; 2012;659-704.




4. Mansuee BI, €pimmena TK, Mama JIT Ta in. MeTomuuni pexomeHnamii
3 YOOPSAKYBaHHS 1 3aTBEP/KCHHSA IHCTPYKIIM ii MEIUYHOTO 3aCTOCYBaHHA
nikapcekux 3aco6iB Kuis : JIHEL] MO3 Vkpainu;1999. 96 c.

Indopmaniiini pecypcu:

Tema 7. 3axucm npae nayiecnmie

http://ohsr.od.nih.gov/guidelines/nuremberg.html
http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.
http://zakon.rada.gov. ua/cgl-bln/laws/maln cgi?nreg=254%EA%2F96-
%E2%F0.

http://www.moz.gov.ua/ua/main/ docs/?docID 12796.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2341-14.
http://www.wma.net/e/policy/b3.htm.
http://www.fda.gov/downloads/Drugs/Guidance =~ Compliance  Regulatory
Information /Guidances/UCM124731.

https://www.frontiersin.org/articles/ 10.33 89/fmed.2022.966220/full

. https://www.dec.gov.ua//wp-content/uploads/2019/08/posibnykn.pdf

.o~

3axMCT JOCTI/PKyBaHMX 3a0€3MEUyeThCsS LUIIXOM OIIHKM CIIiBBIJHOINEHHS
PHU3UK/KOPUCTD;

3abe3nedyeTbess OCOONMBHN 3aXWMCT IAIi€HTIB, SKi HECIIPOMOXHI JaTH
iHpopMOBaHy 3rofy Ha yyacTb y OioMeuuHOMY BHIIpOOyBaHHi. Taki namienTu
HE BKJIIOYAIOTHCS B BUIPOOYBaHHS JIiKapCLKHX 3ac00iB JOCIIIDKEHHS, SKIIO0
MOXHa - TIPOBECTH 3a Y4acTIO oc16 SKi CIIPOMOXHi OCOOHCTO HaxaTu
iHpopMOBaHy 3rofy;

Besnmeka mamieHTa rapaHTYe€ThCA IPOTOKOJIOM JociigxeHHsa. XXonaHe
JOCTIiI)KEHHS He MOYMHAEThCS 0e3 3aTBEpIKEHHS IPOTOKOILY.
[Ipotokon  BumpoOyBaHHS  pPETENBHO  aHANI3yIOTh  BiANOBiAHI
nenapramentu JlepxxaBHoro excmnepTHoro mnentpy (JELl). Excmeptu
aHANi3yI0Th METY i BCi yMOBM BUIpPOOYBaHHS, 3BaXYIOThb KOPHCTBH i
PHU3HUK IS Mali€HTa.

BioMenuune MOCHIIKEHHS TaKOX HE IOYHHAETHCS 0€3 BHCHOBKY
JOKaNIbHOI €THYHOI KoMmicii MeguyHOro 3akijaay, A€ IIaHYeThCs
IPOBEJCHHS TaKOr'o BUIPOOyBaHHS.

Jlume micnsg HAagBHOCTI NIMX JABOX OOOB’SI3KOBHX IOKYMEHTIB Ta
YKJIQJ€HHS IOrOBOPY NPO CTPaxyBaHHS XHTTA i 3J0pOB’S MalieHTa
O6ioMeaTuyHe BUNPOOYyBaHHS MOYKHA PO3IOYHMHATH.

3uamu:

OCHOBHI MEIWKO-IPABOBI JOKYMEHTH, IIO pPErJaMEHTYIOTh IIPOBEIACHHS
GiOMEIMYHUX JOCIiIKEHb, MATH HIOHATTS 3aXKCT MpaB MALieHTIB MiJ Yac iX y4acTi B
TaKUX JOCIIKEHHSIX




emimu: 3actoconyBaru npunnumid ICH GCP, GLP camocTiliHO BHKJIAnaTé CBOi
[OTJISIOM, OLIHIOBATH OYiKyBaHi PH3MKM Ta KOPUCTH JUIL IAIi€HTIiB Bill yd4acTi B
BUNPOOYBaHHI JiKapchKux 3acoliB; aHANi3yBaTH JaHi, OTpEMaHi 3 iHopMauiiHHX
JDKEpelL.

PexomenmgoBaHa JiTepaTrypa:

BasoBa:

1.

7.3

3akoH Ykpainu «OCHOBH 3aKOHOJABCTBA YKpAiHH IIPO OXOPOHY 3IOPOB’S»
(Bigomocti BepxosHoi Pagu Vkpainu (BBP), 1993, N4, ct. 19).

3axon Ykpairm «IIpo mikapcbki 3aco6u (Binomocti BepxoBrnoi Paqu Ykpainu
(BBP), 1996, N22, ct. 86).

Kosryn JI, SIaxosa JI, Pacnytasik C, Ta iH. 3aranbHi OPUHIMITE OpraHizaiii
MiSUTBHOCTI KOMICilf 3 IMTaHb €THKHA IPH JIKYBaIbHO-TPO(ITaKTHYHHX
3aKjafax, B SKHX IPOBOIATECS KJIiHIYHI BUIPOOYBaHHS JIKapChKHX 3aco0iB.
[oci6uuk; Kuis: JI1 «JlepxaBuuii ekcriepTHAM eHTp MiHiCTEPCTBA OXOPOHH
3m0poB’st Ykpainu»; 2017. 44 c.

Koncrutynis Vkpainu (Bimomocti Bepxosaoi Pagu Vkpainu (BBP), 1996,
N30, ct. 141). :

Kpuminansamii koneke Ykpainu (Bizomocti Bepxosroi Pagu Ykpainu (BBP),
2001, N25-26, c1. 131).

MixHaponHi eTHuYHi peKOMeHJamii [IOA0 JOCITiUKEeHb, IIOB’A3aHUX i3
3/I0pOB’sIM, 3a y4acTIO Jofel po3pobieri Paolo MiKHapoHHX opraHisartii
mequaaux Hayk (CIOMS) y croiBmparii 3 BcecBiTHBOIO Opraizamiero 0XopoHH
snopos’s (BOO3). [II «[lepxaBHmii excrepTHuii wneHtp Minictepcrsa
OXOpOHH 3710poB’s Ykpainu»; 2018. 121 c.

Haxa3z MinicTepcTBa oxoponu 3m0poB’st Ykpaiam 23.09.2009 Ne690 (y
penakmii Hakasy MO3 VYkpaiau 12.07.2012 Ne523) «Ilopsimok mpoBeAeHHS
KIHIYHAX BUMIPOOYBaHb JIKApCHKMX 3aCO0iB Ta EKCIEPTH3M MaTepiaiis

' KJTHIYHHUX BHIIPOOYBAaHbY.

10.

11.

12.

«Hacranosa. Jlikapceki 3aco6u. Hanexsa ximiniuna npaktuka. CT-H MO3Y
42— 7.0:2008», 3aTBepIKeHa HakazomM MiHicTepcTBaA OXOPOHH 37I0pPOB’s
Vkpainu Bix 16.02.2009.p. Ne 95, 3i 3minamu (Haka3 MO3 VYxkpainu Bin
26.09.2017 Ne1169).

Haxaz MO3 Vxkpaiau Bix 20.03.2024 Ne 480 "IIpo 3aTBep/UKEHHS CTaHAAPTY
"Hacranosa. Jlikapchki 3aco6u. Kiacugikanis JikapchKuX 3aco0iB mepenoBoi
Teparmii".

Haxa3z MO3 Vkpainu Bix 12.11.2024 Ne 1895 "ITpo 3aTBepIKeHHS CTAHApTy
«Hactanopa. Jlikapceki 3aco6u. Bumorm mo JOCke  JOCHiIKYBaHHX
JiKapChKUX 3ac00iB mepeoBol Teparii y Mexax KIiHiYHMX BUIPOOyBaHb)"

[uBineHnii komexe Ykpainu (Bimomocti BepxoBnoi Pamu Ykpainm (BBP),
2003, NN40-44, cr. 356.

The Belmont Report: Ethical Principles and Guidelines for the Protection of
Human Subjects of Research, Report of the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research,
Department of Health, Education and Welfare, The National Commission for




the Protection of Human Subjects of Biomedical and Behavioral Research,
April 18, 1979 (ohsr.od.nih.gov).

JlomomixkHa:

1.

10.

11

12.

13:

Trials of War Criminals before the Nuremberg Military Tribunals under Control
Council Law No. 10, Vol. 2, pp. 181-182. Washington, D.C.: U.S. Government
Printing Office, 1949.

United Nations, Treaty Series, Vol. 999. Accessed in untreaty.
Un.org/English/access.asp.

Good Clinical Practice: Question&Answer' Reference Guide. Edited by M.P.
Mathieu. Barnett International. May 2007.

Jlo6poBa BE, 3ynamems 1A, Mopo3oB AM TaiH. MeTO0JOTIYHI HPHHIAIHA
oprasizanii CHCTEMH yIIpaBITiHHS JTaHUMH y KJIHIYHAX
sunpoOysanHsx (136.12/13.13) : merox. pexomenanii. Kuis; 2012. 32 c.

Mansnes B, JIsnysos M, Byxriaposa T, Ta in. Hacranosa CT-H MO3VY 42—
7.0:2008. Jlikapchki 3aco6u. Hanexna kiiniuna npaxtuka. Kuis, 2009. 48 c.

MansneB B, JIsmynos M, Byxriaposa T, Ta in. Crannaptusanis $papManeBTH4HOL
nponykuii. CT-H MO3Y 42-7.0:2008. Hacranosa. Jlikapceki 3acobu. Haexua
KiiHiuHa npaktuka. Kuis: MO3 Vkpainu; 2012;659-704.

Mansues BI, €¢immeBa TK, Mana JIT Ta in. Meromwuni pexoMeHmaIii
3 YOOPSAKYBAHHS 1 3aTBEPKCHHS IHCTPYKIM i MEQUYHOTO 3aCTOCYBaHHS
nikapebkux 3aco6iB Kuis : JIHEI] MO3 Vkpainn;1999. 96 c.

Indopmaniiini pecypen:

1.

VENAUL A WD

World Medical Association Declaration of Helsinki. Ethical Principles for
Medical Research Involving Human Subjects. Adopted by the 18th WMA
General Assembly, Helsinki, Finland, June 1964, and amended 1975, 1983,
1989, 1996, 2000 (www.wma.net).
http://ohsr.od.nih.gov/guidelines/nuremberg.html
http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%EA%2F96-%E2%F0.
http://www.moz.gov.ua/ua/main/ docs/?docID=12796.
http://zakon3.rada.gov.ua/laws/show/z1010-09.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2801-12.
http://www.moz.gov.ua/ua/main/ docs/?docID=12796.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).

10. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2341-14.
11. http://www.wma.net/e/policy/b3.htm.
12. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory

Information /Guidances/UCM124731.

13. https://www.frontiersin.org/articles/10.3389/fmed.2022.966220/full

14. https://www.dec.gov.ua//wp-content/uploads/2019/08/posibnykn.pdf




Tema 8: Ilonamma npo 0oKniniune usueHHA Ge3neKu NiKapcoKux 3acobie

JOKTiHIYHOro BUIPOGYBAHHS BKIIOYAE JOCIIDKSHHS in Vitro (aGopaTopHi
JOCITi/KeHHs. B TIpobipkax) Ta in vivo (HOCTiKEeHHS Ha J1abopaTOpHHX
TBApHHAX), Y XO/Ii SKUAX BHBYAIOTECS Pi3Hi JIO3M TECTOBAHOI PEIOBHHH, o6
OTpHMAaTH HOIEpeaHi AaHi Npo $hapMakoIoriuHi BIaCTUBOCTI, TOKCHYHICTb,
dapmakokiHeTHKY i MeTabo1i3M Ipenapary, 1o BUBYAETHCH.

JOKJTiHIYHE MOCIIKEHHS JiKapChKOro Ipenapary Ha TBapHHaX MPOBOXUTCS
Biz 1 10 3 POKIB i BKJIIOYAE HACTYIHE: — EKCIIEPHMEHTANBHY (apMakoorito; —
BU3HAYCHHS (papMAKOKiHETHKH, METab0Ii3My Ta TOKCHIHOCTI.

Ge3mexka MaiOyTHHOrO JHKapChbKOro 3aco0y TrapaHTYeThCs BH3HAYCHHAM
TOKCHYHOCTI HA TBapuHaX IIPH KOPOTKOTPHBAIMX Ta JOBMOTPHBAIUX
JOCITiKEHHSIX Ta aHali3y BIUIMBY (papMakoJOrigHOro Mpemapary Ha
PEMPOIYKTUBHY 3/IaTHICTH TBAapHH (PEIPOAYKTHBHA TOKCHYHICTH); BIUIMBY HA
TeHEeTHYHHil anapar (T€HOTOKCHYHICTh, MyTareHHICTh)

BaXUIMBOIO YMOBOK BH3HAYeHHs -Oe3leku MaiOyTHBOro mpemapary €
motpuManns Hopm GLP (Good Laboratory Practice — HanexHa KiiHiYHa
NpaKkTHKa), 10O I[POIOHYIOTh MDKHAPOAHI CTaHJApPTH IUIAHYBaHHA Ta
IPOBEICHHS JOCTIUKEHD Ha TBAPUHAX.

3Hamu: 3aranbHi TPUHIENA TPOBEJEHHS IOKIHIYHHMX NOCIi/KEHb, HOPMH
GLP (Good Laboratory Practice — HalleXHa KIIiHiYHa MPAKTHKa), 3HATH BAIH
JOKJTIHIYHUX JTOCIIKEHb.

Bmimu: Matn ysaBy mpo (apMakOKiHETHKy, MeTaboli3M Ta TOKCHYHOCTBH
MKapchKEX ~ 3ac00iB, TEHOTOKCHYHICTH Ta MyYTAareHHICTb, ~BH3HA4aTH
dapmakosiorito Ge3neKky JOCTiKyBaHOTo Ipenapara.

PexomennoBana Jireparypa:

BasoBa:

1.

2.

Bakon VYkpaimm «IIpo mikapcbki 3acobu (Bimomocti BepxosHoi Pamu
Vkpainu (BBP), 1996, N22, cr. 86).

Mamsues BU, Edummesa TK, Benoycoa BH, m np. Kimanueckue
WCIIBITAHMS JIEKApCTBEHHBIX cpencts. Kuis: «Mopuon»; 2002. 352c.

Haxa3 MinicTepcTa oxopoHu 3m0poB’s Ykpaimm 23.09.2009 Ne690 (y
penaxmii Hakasy MO3 Vkpainm 12.07.2012 Ne523) «Ilopsnok mpoBeACHHS
KIHIYHAX BHIpPOOYBaHb JKaPCHKHX 3aco0iB Ta EKCIEPTH3W MaTepiaiiB
KJITiHIYHAX BUTIPOOYBaHBY.

«Hacranosa. Jlikapceki 3aco6u. Hanexna kininigsa npaxruka. CT-H MO3Y
42— 7.0:2008», 3aTBEpIKeHa Haka3oM MiHicTepcTBa OXOPOHH 3[0pPOB’S
Vkpainn Bix 16.02.2009.p. Ne 95, 3i 3minamu (maka3 MO3 Vkpainu Bin
26.09.2017 Ne1169).

Haka3z MO3 Vkpainu Bix 20.03.2024 Ne 480 "IIpo 3aTBep/DKeHHS CTaHAAPTY
"Hacranosa. Jlikapchki 3aco6u. Kiacudikanis JikapchKux 3aco0iB mepenoBoi
Tepamii".




6. Hakxaz MO3 Vkpaiam Bix 12.11.2024 Ne 1895 "IIpo 3arBepmXKEHHS
craumapry «HacramoBa. Jlikapceki 3acobu. Bumorm g0  mOChE
TOCIIKyBaHMX JIKapChKHX 3ac00iB IepeoBOl Tepamil y Mexax KIiHIYHHX
BHIIPOOYBaHB»"

7. lluBineHmii xomekc Ykpainu (Bimomocti BepxoBHoi Pamu Ykpainu (BBP),
2003, NN40-44, ct. 356.

8. The Belmont Report: Ethical Principles and Guidelines for the Protection of
Human Subjects of Research, Report of the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research,
Department of Health, Education and Welfare, The National Commission for
the Protection of Human Subjects of Biomedical and Behavioral Research,
April 18, 1979 (ohsr.od.nih.gov).

JlomomizkHAa:

1. Good Clinical Practice: Question&Answer Reference Guide. Edited by M.P.
Mathieu. Barnett International. May 2007.

2. Mansues B, Jlsnynos M, Byxriaposa T, ta in. HacranoBa CT-H MO3V 42—
7.0:2008. Jlikapceki 3aco6u. Hanexxna kiinigna npaxtuka. Kuis, 2009. 48 c.

3. Mamsues B, JlsmysoB M, bByxriaposa T, Ta in. Craamaprusanis
dapmanerranoi npoaykuii. CT-H MO3Y 42-7.0:2008. Hacranosa. Jlikapchki
3aco6u. Hanexna kiiniuba mpaktuka. Kuis: MO3 Ykpainn; 2012;659-704.

4. Mamsues BI, €¢imnesa TK, Mana JIT ta iHn. MertoauuHi peKoMeHHamii
3 YIOPAAKYBaHHS i 3aTBEpXKCHHS 1HCTPYKLiM JUIi MEOMYHOIO 3aCTOCYBaHHS
nikapeekux 3aco6iB Kuis : JJTHEL] MO3 Vkpainu;1999. 96 c.

Indopmaniiini pecypen:

1. World Medical Association Declaration of Helsinki. Ethical Principles for
Medical Research Involving Human Subjects. Adopted by the 18th WMA
General Assembly, Helsinki, Finland, June 1964, and amended 1975, 1983,
1989, 1996, 2000 (www.wma.net).
http://ohsr.od.nih.gov/guidelines/nuremberg.html
http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.
http://www.moz.gov.ua/ua/main/ docs/?docID=12796.
http://www.moz.gov.ua/ua/main/ docs/?docID=12796.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2341-14.
http://www.wma.net/e/policy/b3.htm. - .
http://www.fda.gov/downloads/Drugs/Guidance =~ Compliance  Regulatory
Information /Guidances/UCM124731.

10. https://www.frontiersin.org/articles/10.3389/fmed.2022.966220/full
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11. https://www.dec.gov.ua//wp-content/uploads/2019/08/posibnykn.pdf

F 3,




Tema 9: Memodonozia 6Giomeduunux eunpobyeéansv (nodgiiino chine, ciuine,
nnayebo-KOHMpoILO6aHe, NOPIGHANbHe 3 2PYNOI0 AKMUEHO20 KOHMPONW, 3
Zpynamu akmueHozo i nnayedo - KOHMpoaio).

IOJBIMHO ClTinie KIIiHiYHEe BUITPOOYBaHHS;

ciiime KIiHiYHe JOCIiIKCHHS;

1a11e00-KOHTPOIbOBaHe KITiHIYHE BUIIPOOYBaHHS;

HOPiBHSUIbHE KIIIHIYHE JTOCTIIPKEHHS 3 TPYIIOI0 aKTHBHOIO KOHTPOJIIO;
KJIiHiYHe BUIIPOOYBaHHS 3 TPyIaMH aKTUBHOTO 1 ITanie60 — KOHTPOJIIO.

3Hamu: 3aBJAHHS Ta METY J0Ka30BOi MEIMIUHK; IU3aifH JOCIiKEHHS, OCHOBHI
THIIH HATJAAOBHX JOCIIKCHD

éMimu: 3aCBOITH OCHOBHI IIPUHIIMIIM 1 TEXHOJIOTIIO MOIIYKY HayKoBoi iHdopmaii
y (axoBuxX >KypHauaX, il OI[HKH, y3arallbHEHHSI i NPHHHATTA pilleHb INOJO
MOJIMBOCTI BUKOPUCTAaHHS 1X HA IMPAKTHUIi; OBOJOMNITH TEXHIKOI KOMII FOTEPHOTO
HomyKy iHpopMalii B enekTponHux 6a3zax cBity, KokpeiHiBcpkux 6ibmioTekax, Ha
BiZIOBIZHUX 3araibHUX Ta (axOBHX caiTax; OBOJIOJITH HAaBHYKAMH BHKOPHCTaHHS
CBITOBOTO JIOCBily IIOIO MiarHOCTHKH, MPO(INTAaKTHKY i JiKyBaHHS XBOPHX, a TAKOXK
ajanTamnii #oro BiQIOBIZHO 1O COIiAIBHO-€KOHOMIYHOTO CTaTyCy, IO CKIaBCsd B
VkpaiHi; MaTd MOHATTS IPO KIiHIYHYy emigemionorio, ii MeTy Ta CyTh; 3aXOIH, SKi
Tpeba BKUTH I BIPOBAKEHHS JOKa30BO1 MEIUIIMHY B Y KpaiHi.

PexoMeHmoBaHa JiiTepaTypa o
ba3zoBa:

1. Armec Caiiar Peiimonn, Mopo3oB AM, Antunkua [OI'. Indopmarmiiina
Gpolmypa IIOAO NMpPOBEIEHHS KIiHIYHHX BUIPOOYBaHb JiKapChKUX 3ac00iB B
neniarpii. Kuis: J{I1 «Jlep>xaBHuii ekcriepTHHI 1IeHTp MiHiCTEpCTBa OXOPOHH
3mopoB’st Ykpainm»; 2013. 64 c. gl

2. 3akon Ykpainm «OCHOBHM 3aKOHOJAaBCTBa YKpAaiHH IIPO OXOPOHY 3[0POB’SI»
(BimomocTi Bepxosroi Pagu Ykpainu (BBP), 1993, N4, ct. 19). ‘

3. 3akon Ykpainu «IIpo mikapceki 3acobu (Bimomocti BepxoBnoi Pagu Ykpainu
(BBP), 1996, N22, cr. 86).

4. Kosryn JI, SIuxosa JI, Pacnyrusk C, Ta iH. 3arainbHi DPHHIUIN OpraHi3arii
HiSVIBHOCTI KOMICiH 3 IMTaHh €THKH MPH JIKYBaJIbHO-TIPO(ITaKTHIHHUX
3aKia[ax, B SKUX IPOBOIATHCS KIIHIYHI BUNPOOYBaHHS JIIKApCHKHUX 3ac00iB.
IMoci6uuxk; Kuis: 11 «JlepxaBauii ekcriepTHUit neHTp MiHicTepcTBa OXOPOHH
310poB’st Ykpainuy; 2017. 44 c.

5. Konctutyuis Vkpainu (Bimomocti BepxoBnoi Pamu Vkpaimu (BBP), 1996,
N30, ct. 141).

6. Kopuanpkuit B. Etnuni mutanas B meawuHii npaktuni. CydacHi mpobiaemMu
oioeruku. Kuis: «Axagemnepiomukay; 2009;175-179.

7. KpuminansHuii kogexc Ykpainu (Bizomocti BepxosHoi Panu Ykpainu (BBP),
2001, N25-26, ct. 131).

8. Mixuaponni eTwuHi peKOMeHZamii IMOJ0 JOCITiIKEHb, OB A3aHMX 13
37I0pPOB’SIM, 3a YYaCTIO JIrofiell po3pobiieHi Pamoro MiKHApoIHUX opraHizaiii




10.

11.

12

13.

14.

MexuaHEX Hayk (CIOMS) y cmiBnpani 3 BcecBiTHBEOIO OpraHisalii€io OXOpOHH
sgopos’s (BOO3). M1 «JlepxaBHuii excmepTHuii LeHTp MiHicTepcTsa
OXOpoHH 370poB’st Ykpainu»; 2018. 121 c.

Haxa3z MinicTepctBa oxoponn 3mopoB’st Ykpaimm 23.09.2009 Ne690 (y
penakiii Hakazy MO3 Vkpaiau 12.07.2012 Ne523) «Ilopsmox mpoBeIeHHS
KIHI{YHEX BHIPOOyBaHb JIKAPCHKUX 3aCO0IB Ta EKCIEPTH3M MaTepialiB
KJIIHIYHAX BHIIPOOYBAHbY.

«Hacranosa. Jlikapceki 3aco6u. Hanexxna kiiniuna mpaktuka. CT-H MO3Y
42— 7.0:2008», 3aTBepiKeHa HakazoM MiHicTepcTBa OXOPOHH 3I0pPOB’S
Vkpaigu Big 16.02.2009.p. Ne 95, 3i 3minamu (Haka3 MO3 Vkpainu Bing
26.09.2017 Ne1169).

Haxaz MO3 VYkpaiau Big 20.03.2024 Ne 480 "IIpo 3aTBep/UKEHHS CTaHAAPTY
"Hacranosa. Jlikapceki 3acobu. Kinacudikaris mikapchkux 3aco0iB IepemnoBoi
Teparmii'.

Haxa3 MO3 Vkpainu Bix 12.11.2024 Ne 1895 "IIpo 3aTBepIKEHHS CTaHAAPTY
«HacranoBa. Jlikapchki 3aco6i. BUMOTH 10 TOCHE JOCHIKYBaHUX JIIKAPCHKHUX
3aco0iB IIepeIoBOl Tepalil y Meax KIiHiYHHX BANPOOyBaHb»"

[uBineHuii komekc Ykpainum (Bimomocti BepxoBHoi Pamu Vkpaimm (BBP),
2003, NN40—44, crt. 356.

The Belmont Report: Ethical Principles and Guidelines for the Protection of
Human Subjects of Research, Report of the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research,
Department of Health, Education and Welfare, The National Commission for
the Protection of Human Subjects of Biomedical and Behavioral Research,
April 18, 1979 (ohsr.od.nih.gov).

JomomizkHa:

1. Trials of War Criminals before the Nuremberg Military Tribunals under
Control Council Law No. 10, Vol. 2, pp. 181-182. Washington, D.C.: U.S.
Government Printing Office, 1949.

2. United Nations, Treaty Series, Vol. 999. Accessed in untreaty.
Un.org/English/access.asp.

3. Good Clinical Practice: Question&Answer Reference Guide. Edited by M.P.
Mathieu. Barnett International. May 2007.

4. Jlo6posa BE, 3ynanens IA , Mopo3oB AM Ta iH. MeToJ00Ti4Hi IPHHIAIH
opramizarii CUCTEMH yIIpaBIiHHS JTAHUMHA y KJIIHIYHIX
sunpoOyBanHax (136.12/13.13) : meron. pexomennanii. Kuis; 2012. 32 c.

5. 3ymanens IA, MoposoB AM, Hikonaesa BB Ta in. HaykxoBe o0rpyHTyBaHHs
MoIelni opramizamii Ta IpOBEAeHHS KIHIYHAX BHUIPOOYBaHb 3a ydacTi
3n0poBux go6poBoibiiB (59.11/256.11) K., 2011. 31 c.

6. Mansues B, Jlanynos M, Byxtiaposa T, Ta in. Hacranosa CT-H MO3Y 42—
7.0:2008. Jlikapceki 3acobu. Hanexxna kininiuna npaktuka. Kuis, 2009. 48 c.

7. Maneues B, JlamymoB M, Byxrmiaposa T, Ta in. Cranmapruzanis

¢dapmanesTrynoi  mpoxykuii. CT-H MO3Y  42-7.0:2008. Hacranosa.




Jlikapceki 3acobu. Hanexxnma xiiniuea mnpaxtuka. KuiB: MO3 Vkpainw;
2012;659-704.

8. Mamsues BI, €dimneBa TK, Mana JIT ta in. Meroguuni pexoMeHmamii
3 YIIOPSAAKYBaHHS 1 3aTBEPDKEHHS 1HCTPYKIIiH I MEAUYHOTO 3aCTOCYBaHHS
nikapcpkux 3aco6iB Kuis : [IHEL] MO3 Ykpaiuu;1999. 96 c.

Indopmaniiini pecypen:

1. World Medical Association Declaration of Helsinki. Ethical Principles for
Medical Research Involving Human-Subjects. Adopted by the 18th WMA
General Assembly, Helsinki, Finland, June 1964, and amended 1975, 1983,
1989, 1996, 2000(www.wma.net).

2. http://ohsr.od.nih.gov/guidelines/nuremberg.html

3. http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.

4. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%EA%2F96-
%E2%F0.

5. http://www.moz.gov.ua/ua/main/ docs/?docID=12796.

6. http://zakon3.rada.gov.ua/laws/show/z1010-09.

7. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2801-12.

8. http://www.moz.gov.ua/ua/main/ docs/?docID=12796.

9. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).

10. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2341-14.

11. http://www.wma.net/e/policy/b3.htm.

12. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory
Information /Guidances/UCM124731.

13. https://www.who.int/publications/i/item/9789240006218
14. https://www.frontiersin.org/articles/10.3389/fmed.2022.966220/full

~15. https://www.dec.gov.ua//wp-content/uploads/2019/08/posibnykn.pdf

Tema 10: Ilonamma npo cymmeey mepaneemuyiny KOpUcmb 6unpoOyeanHa
JNIKapcbKux 3acobie

e (Oe3omiarHe JiKyBaHHS;

e XBOpHI MPOXOTUTH PEryIspHi 0OCTEKEHHS Ta KOHTPOJb CBOTO CTAaHY
300pOB’s, IMO He KOXeH i3 Hac 3maTeH co0i 3abe3meyutu 3a
3BHYalHUX YMOB JIiKyBaHHS;

e TAIli€HT Ma€ JOCTYI M0 iHHOBAIiMHMUX JIIKapChKUX 3aC00iB;

e BHCOKHH piBeHBb 3axuimeHocTi. [lamieHT OGepe ydacTh y OOCHIIXKEHHI
JUINe 3a BJIacHUM OaXaHHSAM - Micis mignucaHHs iHGopMoBaHOI
3TOJIM, OTPUMY€E CTPAXOBKY Ha Yac y4acTi B JOCIHIJ)KCHHI H Ma€ IpaBo
BHITH 3 HHOTO B OyIb-SKH{ MOMEHT HOT'0 IPOBECHHS.

3Hamu: PO CYTTEBY TEPANEBTUYHY KOPCTh 610MEANYIHOTO BUIIPOOYBaHHS

émimu: 3aCBOITH OCHOBHI IPHHIUNK 1 TEXHOJOTIIO IIONIyKY HAayKOBOi
iHpopMamii y (axoBux >KypHanax, ii OIIHKH, y3araJbHEHHS 1 NPHHAHATTS
pilleHp MO0 MOXJIMBOCTI BHKOPHUCTAHHS iX HA MPAKTHIl; OBOJIOHITH
TEXHIKOIO KOMII IOTEPHOT0 IOIIYKY iH(pOpMaIlil B eleKTPOHHHUX 0a3ax CBITY,




KoxpeiiniBcbkux 6i0mioTeKax, Ha BiIOBITHUX 3arajbHUX Ta GaxoBHX caiTax;
OBOJIOZIITH HABMYKAMH BUKOPHCTAHHS CBITOBOI'O JOCBiMy IIOJO MIarHOCTHKH,
podiTlakTUKH i JIIKyBaHHS XBOPHX.

PexomennoBaHa JgiTepaTypa

basoBa:

1.

10.

L

12,

15,

Arnec Caitar Peiimonn, Mopo3os AM, Antunkun IOI. Indopmaniiina
6poIIypa MO0 MPOBEASHHS KIHIYHIX BUNPOOYBaHb JIIKapChKUX 3aC00iB B
nemiatpii. Kuis: JII1 «JlepxaBHuif excrmepTHHil LeHTp MinicTepcTsa
OXOpOHH 37I0poB’s Ykpainu»; 2013. 64 c.

3akoH Ykpainu «OCHOBH 3aKOHOJABCTBA YKpaiHH IIPO OXOPOHY 37I0POB’SI»
(Bigomocri Bepxosuoi Pamu Ykpainu (BBP), 1993, N4, cT1. 19).

3akon VYkpainu «IIpo mikapceki 3acobu (Bimomocti Bepxosnoi Pamu
Vxpaiuu (BBP), 1996, N22, cr. 86).

Kostyn JI, SIukosa JI, Pactytrsk C, Ta iH. 3aranbHi IpHHIMIN OpraHi3aii
JisUTBHOCTI KOMICili 3 NHTaHB €THKH TpPH JIiKyBaJIbHO-IMPO(DiTaKTHYHHX
3aKJafax, B SKHX IPOBOJATHCSA KIiHIYHI BHUNPOOYBAHHSA JIKAapCHKUX
3aco6iB. Ilocibumk; KuiB: Il «JlepkaBHHM €KCIIEPTHHH  IEHTP
MinicTepcTBa OXOpOHH 300pOB’st YKpainu»; 2017. 44 c.

Koncturynis Ykpainu (Bimomocti BépxoBroi Pagu Ykpainu (BBP), 1996,
N30, cT. 141).

Kopnanpkuii B. ETuuni nuranss B MeauuHiil npaktumi. CyyacHi mpobnemu
6ioetuku. KuiB: «Axagemmnepiomuka»; 2009;175-179.

Kpuminanbuuit xomexc Ykpainm (Bimomocti BepxoBHoi Pamm VYkpainu
(BBP), 2001, N25-26, ct. 131).

MixHaponHi eTHYHi peKOMEHHAL|l - OO IOCIiKEHb, IOB’SI3aHHMX i3
370pOB’IM, 3a ydYacTi0O Jmofel po3poOiieHi Pamoio MiXHapOIHHX
opramisanii memwunmx Hayk (CIOMS) y cmiBmpani 3 BcecBiTHBOIO
opranizamniero oxoponu 310poB’s (BOO3). Il «/lepxaBHul €KCIEpTHUM
1ieHTp MiHicTepcTBa 0XOpOHH 310poB’ s Ykpainu»; 2018. 121 c.

Haka3 MinictepctBa oxopoHH 3m10poB’st Yxpaimu 23.09.2009 Ne690 (y
penaxuii Hakasy MO3 Ykpainu 12.07.2012 Ne523) «Ilopsimok npoBeieHHs
KIiHIYHEX BHOpPOOYBaHb JKapCHKUX 3aCO0iB Ta €KCHEPTH3M MaTepiainiB
KITiHIYHUX BUNIPOOYBAHBY.

«Hacranosa. Jlikapceki 3acoou. Hanexxna kiminiuna npaktuka. CT-H MO3VY
42— 7.0:2008», 3aTBep/pKeHa Haka3oM MiHicTepcTBa OXOPOHH 3[0pOB’s
Vkpainu Bix 16.02.2009.p. Ne 95, 3i 3minamu (#axaz MO3 VYkpainu Big
26.09.2017 Ne1169).

Hakaz MO3 Vkpaiam Big 20.03.2024 Ne 480 "IIpo 3arBepmxeHHA
craugapty "HacranoBa. Jlikapcbki 3acobu. Kiacubikamis TiKapChKHX
3aco0iB mepenoBoi Teparmii'.

Hakaz MO3 Vkpaimm Big 12.11.2024 Ne 1895 "IIpo 3arBepkeHHS
craunapty -«HacranoBa. Jlikapceki 3acobu. Bumorm 10  1oche
JOCTIIDKyBaHHX JIIKApChKUX 3aco0iB HepesoBoi Tepartii y MexaX KIIiHI9HHX
BHIIPOOYBaHB)" '

[uBineuuit xoxekc Ykpaiau (Bimomocti BepxoBroi Pamgu Vkpainu (BBP),
2003, NN40-44, ct. 356.




14. The Belmont Report: Ethical Principles and Guidelines for the Protection of

Human Subjects of Research, Report of the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research,
Department of Health, Education and Welfare, The National Commission
for the Protection of Human Subjects of Biomedical and Behavioral
Research, April 18, 1979 (ohsr.od.nih.gov).

JomomizkHa:

1.

Trials of War Criminals before the Nuremberg Military Tribunals under
Control Council Law No. 10, Vol. 2, pp. 181-182. Washington, D.C.: U.S.
Government Printing Office, 1949.

United Nations, Treaty Series, Vol. 999. Accessed in untreaty.
Un.org/English/access.asp.

Good Clinical Practice: Question&Answer Reference Guide. Edited by M.P.
Mathieu. Barnett International. May 2007.

Jo6posa BE, 3ymamens IA, Mopo3oB AMrTain. Merononoriuni
NPUHIMIKM OpraHizamii CHCTEMH YUPaBIiHHA JAaHHUMM Y KIiHIYHHX
sunpobysannsx (136.12/13.13) : metox. pexomenpanii. Kuis; 2012. 32 ¢.
3ymamens [A, Mopo3oB AM, Hikomaeea BB Tain. Haykose
OGIPYHTYBaHHS MOJIEN OpraHizamii Ta IpoBeIeHH KIiHIYHUX BUNIPOOYBaHb
3a y4acTi 310poBux go6poBonsiB (59.11/256.11) K., 2011. 31 c.

Mansues B, Jlanynos M, Byxrtiaposa T, Ta in. Hacranosa CT-H MO3VY
42-7.0:2008. Jlikapceki 3acobu. Hanexna kiiniuHa npaktuka. Kuis, 2009.
48 c.

Mansues B, JlsmysoB M, Byxriapoa T, Ta in. Cranmaprusamis
¢apmaneprranoi mpomykuii. CT-H "MO3Y  42-7.0:2008. Hacrauosa.
Jlixapceki 3acobu. Hamexxna kiminivea mpaxtuka. KuiB: MO3 VYkpainu,
2012;659-704.

Mansnes Bl, €dimuesa TK, Mana JIT Ta iH. Meromuyni pexoMeHzaamii
3 YIOPSAKYBaHHSA  13aTBep/DKCHHS  iHCTPYKIIH [ MEOUYHOTO
3acToCyBaHHs Jikapchkux 3aco6iB Kuis : JIHEI] MO3 Ykpainu;1999. 96 c.

Indopmaniiini pecypen:

1. World Medical Association Declaration of Helsinki. Ethical Principles
for Medical Research Involving Human Subjects. Adopted by the 18th
WMA General Assembly, Helsinki, Finland, June 1964, and amended
1975, 1983, 1989, 1996, 2000(www.wma.net).

2. http://ohsr.od.nih.gov/guidelines/nuremberg.html

3. http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.

4. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%EA%2F96-
%E2%FO0.

5. http://www.moz.gov.ua/ua/main/ docs/?docID=12796.

6. http://zakon3.rada.gov.ua/laws/show/z1010-09.

7. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2801-12.

8. http://www.moz.gov.ua/ua/main/ docs/?docID=12796.

9. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).

10. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2341-14.




11. http://www.wma.net/e/policy/b3.htm.

12. http://www.fda.gov/downloads/Drugs/Guidance Compliance
Regulatory Information /Guidances/UCM124731.

Tema 11: ITogidomnenna npo nobiuni Aeuwa i peaxyii, AKI Hadae 6i0nogioanvHull
00CNiOHUK /00CNIIOHUK 00 CnOHCOpaA :

. HenepenOadyBaHa MOOIYHA PEaKIlis;

o no0OiyHa peaKIlis;

° no0iyHe IBHIIE;

o cepifo3na noGiyHa peaxiis abo cépiviosﬂe mo0ivHe SIBHIIE;

o opramisanis 360py, MepeBipku Ta HaJAHHA NOBiTOMJIEHb PO MOOIYHI
SIBUII/peaKIlii;

o TloHSATTS PO TOBiJOMIEHHs TPO [OGIYHI SBMINA/peaKii, ski Haxae

BiAMOBiAANBHMIN TOCIIiAHUK/OCTIHUK JI0 CIIOHCOPA.

3Hamu: TIOPSZIOK PeecTpalii Ta MOBIIOMICHHS mpo ToGiuHi ABUINA Ta peaxiiii,
OCHOBHi Me/IHKO-IIPAaBOBi JIOKYMEHTH, IO PErIAMEHTYIOTh TIPOBEICHHS G10MEeIMUHUX
JOCTTi JUKEHb.

éMimu: iHTepIpeTyBaTH Ta 3BiTyBaTH MOGiYHI Cepio3Hi i HecepiosHi moOiuHi
SBAINA TA DEaKili; KOPEKTHO peecTpyBaTH, 0OpoOmsTH, 30epiraTh Ta 3BITYBATH
iH(opMartiio, OTpHMAaHY TIiJ 9ac BUIPOOYBaHH: TiKapChKUX 3aC00iB; IHTEPIPETYBATH
pe3y/IbTAaTH TabOPaTOPHEX, KIIHIYHAX Ta iHCTPyMEHTATbHAX METOMIB JIOCITiJUKCHHS,;
MATH TOHSTTS: [pO OpraHM3ais 360py, [epeBipky Ta HaJaHHs MOBiIOMJICHB IpPO
MoGi4Hi SBUINA/pEaKIHy, PO MOBiJOMICHHS PO MOGIUHI SBHINA/PEaKIUH Ta 3BITH
6e3MeYHOCT] OCIIIKBAHOTO JIIKAapCKOTo 3aco0y, sIKi CIIOHCOp HA/AE BiIIOBiNaIbHAMN
JIOCIIi THHUK/ TOCTITHUK IO CIIOHCOPA.

PexoMeHp0BaHa JIiTepaTypa:
ba3oBa:

1. 3akon Ykpaim «OCHOBM 3aKOHOZABCTBA YKpaiHH TIPO OXOPOHY 3IO0pOB’s»
(Bimomocti Bepxosnoi Pamu Yxpainu (BBP), 1993, N4, ct. 19).

2. 3akon Yxpainm «IIpo mikapceki 3acobu (Bimomocti Bepxosnoi Pamu Ykpainu
(BBP), 1996, N22, ct. 86).

3. Koncrurymis Ykpainu (Bimomocti BerOBHc;'i Panu Vkpainu (BBP), 1996, N30,
cT. 141).

4. Kopranpkuit B. Etuumi nwuramds B MenwmuHiii mpaktuimi. CydacHi npobGmemu
6ioetuxu. Kuis: «Axagemnepioaukay; 2009;175-179.




5. KpumiHanpHu# KOJEKC YKpaiHH (Bimomocti BepxoBHoi Pamu Ykpainu (BBP),
2001, N25-26, ct. 131).

6. MixxHapoaHi eTruHi pexoMeHzauii moa0 JOCIiKEeHb, OB’ A3aHUX i3 3/I0pOB’SM,
3a y4acTIO JIOZeH po3poGiieni Panoro MiKHAPOTHHX oprasizaniii MEIMYHUX HAyK
(CIOMS) y cuiBmpani 3 BeecBiTHBOIO oprafi3alli€lo OXOPOHH 3[J0POB’s (BOO3).
JII1 «JleprxaBHUM EKCTIEPTHHI LEHTP MiHicTepcTBa OXOPOHH 37I0POB’St Y KpalHK»;
2018. 121 c.

7. Hakas MinicTepcTBa OXOPOHH 37I0pOB’S Y KpaiHH 23.09.2009 Ne690 (y pemaxuii
nakasy MO3 Vkpaimz 12.07.2012 Ne523) «ITopsoK TIPOBEACHHS KIiHIYHAX
BUIIPOOYBaHb JIKApChKHX 3aco0iB Ta €KCIEPTH3HU MaTepiamiB  KIHIYHAX
BUIIPOOYBaHBY. :

8. «Hacranosa. Jlikapchki 3aco6u. Hanexna KiliHiYHa NPaKTHKA. CT-H MO3Y 42—
7.0:2008», 3aTBepkeHa Haka3oM MiHicTepcTBa OXOPOHH 370poB’st YKpaiHu BiJ
16.02.2009.p. Ne 95, 3i 3minamu (Hakas MO3 Vkpainu Bix 26.09.2017 Ne1169).

9. Hakaz MO3 Vxpairu Bim 20.03.2024 Ne 480 "IIpo 3aTBEpPIKCHHS CTAaHIAPTY
"Hacranosa. Jlikapceki 3acobm. Kiacmixamis iKapchKHX 3ac00iB TepenoBoi
Tepamii”.

10. Hakaz MO3 Vkpairu Bix 12.11.2024 Ne 1895 "IIpo 3aTBEp/DKCHHS CTaHAAPTY
«HacranoBa. Jlikapceki 3acobu. Bumorm 10 I0ChE JOCTIPKYBaHUX JIKAPCHKHUX
3aco6iB ImepeIoBoi Teparii y Mexax KIiHITHIX BUIIPOOYBaHB»"

11. usinermit kogexc Yxpainu (Bizomocti Bepxosroi Pagu Ykpainu (BBP), 2003,
NN40-44, ct. 356.

12. The Belmont Report: Ethical Principles and Guidelines for the Protection of
Human Subjects of Research, Report of the National Commission for the Protection
of Human Subjects of Biomedical and Behavioral Research, Department of Health,
Education and Welfare, The National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research, April 18, 1979 (ohsr.od.nih.gov).

13. Beauchamp T L, Childress JF. Principles of biomedical ethics . Oxford.: Oxford
university press; 1994. 546 p.

14. Kuhze H, Singer P, Bioethics. An Anthology. Oxford: Blackwell Publ. Ltd; 1999.
600 p.

JlomoMizkHa:

1. Trials of War Criminals before the Nuremberg Military Tribunals under Control
Council Law No. 10, Vol. 2, pp. 181-182. Washington, D.C.: U.S. Government
Printing Office, 1949.

2. United Nations, Treaty Series, Vol. 999. Accessed in untreaty.
Un.org/English/access.asp.

3. Good Clinical Practice: Question&Answer Reference Guide. Edited by M.P.
Mathieu. Barnett International. May 2007.




4. Mansnes B, Jlanmynos M, Byxtiapoa T, ta in. Hacranosa CT-H MO3V 42—
7.0:2008. Jlikapceki 3aco6u. Hanexxna kiiniyna npaxtuka. Kuis, 2009. 48 c.

5. Mansues B, JIsnynoB M, Byxriaposa T, Ta in. Crannaprusaiis papMareBTA4HOL
npoxaykuii. CT-H MO3Y 42-7.0:2008. Hacranosa. Jlikapceki 3acobu. Hanexna
KirinigHa nmpaktuka. Kuis: MO3 Ykpainu; 2012;659-704.

6. Mamses BI, €¢pimuesa TK, Mama JIT Tta iH. Metomuuni peKoMeHAamii
3 YIOPSAKYBaHHS 1 3aTBEpIXKECHHS IHCTPYKIM JUII MEOUYHOIO 3aCTOCYBaHHS
nikapcbkux 3aco6iB Kuis : JITHEL] MO3 Vkpainu;1999. 96 c.

Indopmauiiini pecypen:

1. World Medical Association Declaration of Helsinki. Ethical Principles for Medical
Research Involving Human Subjects. Adopted by the 18th WMA General
Assembly, Helsinki, Finland, June 1964, and amended 1975, 1983, 1989, 1996,
2000 (www.wma.net).

2. Council for International Organizations of Medical Sciences International Ethical
Guidelines for Biomedical Research Involving Human Subjects, 2002
(www.cioms.ch).

3. Guideline on Requirements for First in Man Clinical Trials for Potential High Risk
Medicinal Products, EMEA/CHMP/ SWP28367/2007.

4. WHO Operational Guidelines for Ethics Committees that Review Biomedical
Research. TDR/PRD/ETHICS/2000.1.

5. http://ohsr.od.nih.gov/guidelines/nuremberg.html

6. http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.

7. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%EA%2F96-%E2%F0.

8. http://www.moz.gov.ua/ua/main/ docs/?docID=12796.

9. http://zakon3.rada.gov.ua/laws/show/z1010-09.

10. http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol-10/
ethical considerations.pdf.

11. http://zakon.rada.gov.ua/cgi-bin/laws/main. cg1‘7nreg=2801 12:

12. http://www.moz.gov.ua/ua/main/ docs/?docID=12796.

13. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).

14. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2341-14.

15. http://www.wma.net/e/policy/b3.htm.

16. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory
Information /Guidances/UCM124731.

17.https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-
ukraine-clinical-trials
18.https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf

19. http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html
20.https://www.who.int/publications/i/item/9789240006218

Tema 12: IlogioomnenHa npo noOiuni saeuwia i peaxyii, AKi Haoae
8I0N06I0aANbHUI 00CIOHUK /00CTIIOHUK 00 KOMICII 3 NUMAHb eMUKU

o oprasizaiis 300py, HepeBlpKH Ta HaJlaHHS MOBiJJOMJICHb NP0 MOOIYHi
SIBUIIA/pEaKIIil;




. MOHATTS PO IMOBIIOMIICHHS MPO MOOIYHI sSBHINA/peakiii, sKi Hajae
BiJNTOBiTAIHUN JOCITiTHUK/IOCIIAHAK HaZa€ OO0 IEHTPY Ta X0 KoMicii 3
IIUTaHb ETHKH.

3Hamu: TOPSJIOK peecTpallii Ta MOBIIOMJICHHS MpO MOOiIYHi SBHINA Ta peakKiiii,
OCHOBHi MEIUKO-IIPABOBi JOKYMEHTH, IO PErIaMeHTYIOTh IPOBEACHHS OiOMEIMYHUX
JIOCITiKEHbD.

émimu: IHTepIIpeTyBaTH Ta 3BiTyBaTH MOOIYHI cepiio3Hi i Hecepiio3Hi MoOGiuHi
ABMIA TA PEaKIli; KOPEKTHO peecTpyBaTH, obpo6IATH, 30epiraTH Ta 3BiTYBaTH
iHpopMmariiro, OTpuMaHy miJx yac BUMPOOYBaHHS JIiIKAPCHKHUX 3ac00iB; iHTEpIIPETYBaTH
pe3ynbTaTh JIabOpaTOpHHUX, KIiHIYHAX Ta IHCTPYMEHTAJIBHUX METOIIB JIOCITiKEHHS;
MaTd IOHATTS: NpO OpraHm3allis 300py, NMEpeBipKH Ta HAJAHHS IOBIIOMIICHb PO
no0ivHi SBUINA/peaKknny, PO MOBITOMIICHHS MPO MOOIYHI SBUINA/pEaKkidy Ta 3BiTH
0€e31eYHOCTi JOCTIIKBAHOTO JIIKAPCKOTo 3aco0y, SIKi CIIOHCOp Hama€e J0 IEHTPY Ta J0
KOMicCil 3 NIHTaHb €TUKH, NPO TNOBIIOMIICHHS NpO MOOIYHI SBHINA/pEaKIMH, SKi
CIIOHCOp HaJa€ J0 BiAMOBIMAILHOTO JOCTi THHKA/ OCITi THHKA.

PexomennoBaHa jiteparypa:
Bba3zoBa:

1. 3akoH VYkpainu «OCHOBH 3aKOHOJABCTBA YKpaiHH IPO OXOpPOHY 3I0POB’S»
(Bimomocrti BepxoBHoi Pagu Ykpaiuu (BBP), 1993, N4, ct. 19).

2. 3akoH Ykpainu «IIpo mikapceki 3acobu (Bimomocti BepxoBuoi Pamu Ykpainu
(BBP), 1996, N22, ct. 86).

3. Koncrurynist Ykpainu (Bimomocti BerOBH01 Pamu Vxpainu (BBP), 1996, N30,
ct. 141).

4. Kopnaupkuii B. ETuuni nmutanHs B meauuHidi mpaktumi. CydacHi mpoGieMu

. 6ioernxu. KuiB: «Axagemmepiomukay; 2009;175-179.

5. Kpuminanpauii xoneke Ykpainu (Bimomocti Bepxosuoi Pamu Ykpainu (BBP),
2001, N25-26, ct. 131).

6. ManenieB BU, Edumnera TK, BenoyCOBa BH u np. KnuHudeckue uCIbITaHUS
JeKapcTBeHHBIX cpencTB. Kuis: «Mopuony; 2002. 352c¢.

7. MixHapoiHi eTH4YHI peKOMeHJalii IoA0 JOCITiDKEHb, OB’ I3aHUX i3 370pOB’sM,
3a y4acTIO JIIofiei po3pobieni Pagoro MiXKHapo#HUX opraHi3amiii MEIUYHHX HayK
(CIOMS) y criBnparni 3 BeecBiTHROIO Opraizaiicro 0XOpOHH 3I[0p0B’${ (BOO3).
AII «Jlep>xaBHUH €KCIIEPTHHIA IEHTP MlHlCTCpCTBa OXOpPOHH 3JI0pOB’sl YKpaiHu»;
2018. 121 c.

8. Haka3 MiHicTepcTBa OXOpOHH 370pOB’s Yxpamn 23.09.2009 Ne690 (y penaxun
Hakasy MO3 Vkpaimu 12.07.2012 Ne523) «Ilopsimok mpoBemeHHS KIIiHIYHHX
BUNPOOYBaHb JIKApCBKUX 3aco0iB Ta EKCIEPTH3H MarTepialiB  KIiHIYHMX
BUIIPOOYBaHbY.

9. «HacranoBa. Jlikapceki 3aco6u. Hanexxna xiiniuna mpaktuka. CT-H MO3V 42—
7.0:2008», 3aTBepKeHa Haka3oM MiHicTepcTBa OXOpOHH 3M0pOB’S YKpaiHU Bij
16.02.2009.p. Ne 95, 3i 3minamu (Haka3z MO3 Ykpainu Big 26.09.2017 Nel1169).




10.Hakaz MO3 VYxpaimm Bix 20.03.2024 Ne 480 "IIpo 3aTBEp/OKCHHA CTaHAAPTY
"Hacranosa. Jlikapchki 3acobu. Kmacmbikaris mikapchKHX 3acobiB mepenoBoi
Tepamii'.

11. Haxaz MO3 Vkpaiau Big 12.11.2024 Ne 1895 "IIpo 3aTBep/OKeHH:A CTaHIapTy
«Hacranosa. Jlikapceki 3aco6u. Bumorm [0 I0CHE JOCTIKYBAHUX JIIKApChKUX
3aco6iB IIepeoBoi Tepartii y MesKax KIHHIYHIX BHIIPOOYBaHBY"

12. Llusinbruit koxeke Ykpainn (Binomocti Bepxoproi Paym Vkpainu (BBP), 2003,
NN40-44, ct. 356.

13. The Belmont Report: Ethical Principles and Guidelines for the Protection of
Human Subjects of Research, Report of the National Commission for the Protection
of Human Subjects of Biomedical and Behavioral Research, Department of Health,
Education and Welfare, The National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research, April 18, 1979 (ohsr.od.nih.gov).
14. Beauchamp T L, Childress JF. Principles of biomedical ethics . Oxford.: Oxford
university press; 1994. 546 p.

15. Kuhze H, Singer P, Bioethics. An Anthology. Oxford: Blackwell Publ. Ltd; 1999.
600 p.

JlomomickHa:

1. Trials of War Criminals before the Nuremberg Military Tribunals under Control
Council Law No. 10, Vol. 2, pp. 181-182. Washington, D.C.: U.S. Government
Printing Office, 1949.

2. United Nations, Treaty Series, Vol. 999. Accessed in  untreaty.
Un.org/English/access.asp. el

3. Good Clinical Practice: Question&Answer Reference Guide. Edited by M.P.
Mathieu. Barnett International. May 2007.

4. Mamsnes B, Jlsmysmos M, Byxriaposa T, Ta in. Hacranosa CT-H MO3Y 42—
7.0:2008. Jlikapchki 3aco6u. Hanexxsa KiIiHi9Ha IPAKTHKA. Kuis, 2009. 48 c.

5. Manbues B, JIsmyros M, Byxriaposa T, Ta iH. Cranjapru3anis hapManeBTAYHOT

* mpoxykmii. CT-H MO3Y 42-7.0:2008. Hacranosa. Jlikapceki 3acobu. HanmexHa
wriniuna npaktuka. Kuis: MO3 Ykpainn; 2012;659-704.

6. Mampes BI, €bdivmesa TK, Mama JIT ta in MeTomuuHi pEeKOMEHAAI1
3 yIOPSIKYBAHHS i 3aTBEP/UKCHHS {HCTPYKIi A MEJWYHOTO 3aCTOCYBAHHA
nikapcbkux 3aco6is Kuis : JHEIL MO3 Vkpainu;1999. 96 c.

Indopmaniiini pecypcen:

1. World Medical Association Declaration of Helsinki. Ethical Principles for Medical
Research Involving Human Subjects. Adopted by the 18th WMA General
Assembly, Helsinki, Finland, June 1964, and amended 1975, 1983, 1989, 1996,
2000 (www.wma.net).

2. Council for International Organizations of Medical Sciences International Ethical
Guidelines for Biomedical Research Involving Human Subjects, 2002
(www.cioms.ch).

3. Guideline on Requirements for First in Man Clinical Trials for Potential High Risk
Medicinal Products, EMEA/CHMP/ SWP28367/2007.




4. WHO Operational Guidelines for Ethics Committees that Review Biomedical
Research. TDR/PRD/ETHICS/2000.1.

5. http://ohsr.od.nih.gov/guidelines/nuremberg. html

6. http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.

7. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%EA%2F96-%E2%F0.

8. http://www.moz.gov.ua/ua/main/ docs/?docID=12796.

9. http://zakon3.rada.gov.ua/laws/show/z1010-09.

10. http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol-10/
ethical _considerations.pdf.

11. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2801-12.

12. http://www.moz.gov.ua/ua/main/ docs/?docID=12796.

13. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).

14. http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2341-14.

15. http://www.wma.net/e/policy/b3.htm.

16. http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulatory
Information /Guidances/UCM124731.

17 https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-
ukraine-clinical-trials
18.https://cioms.ch/wp-content/uploads/2017/01/W EB-CIOMS-EthicalGuidelines.pdf

19. http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html
20.https://www.who.int/publications/i/item/9789240006218

Tema 13: Bumozu 00 CKNa0aHHA  NOGIOOMIEHHA npo  nido3piosany
Henepeobauysany cepiio3ny no6iuny peaxyiro

° HenepenbauyBana moGiuna peaxiis.
o ITo6iuna peakuis. it
e IToGiune sBHIIE.
o Cepiio3na mobivyHa peakiist a6o cepiio3He MoOiYHE SBHIIE.

3HamMu: TEPMIHOJOTIIO KIHIYHMX JOCHI/UKEHb; OCHOBHi MeIHKO-IIPAaBOBi
ZIOKYMEHTH, IO PEIIAMEHTYIOTh NIPOBEACHHS GiOMEMYHAX IOCTI/KEHb; BHMOTH JI0
CKJIaJlaHHs IOBIJOMJIEHHS TPO TiI03pIOBaHy HemepeabadyBaHy Cepiio3Hy IoGiuHy
peaxiiito

éMimu: OLIHWTH OYiKyBaHi PH3HMKM Ta KODHCTh IS TAIi€HTiB Bif ydacti B
Bano6yBaHH1 JKapChKHUX 3aco0iB; KOPEKTHO PeeCTpyBaTH, 006pobmsTH, 36ep1raTH Ta
3BlTyBam inpopmanio, OTpuMaHy WL 4Yac GiOMEIMYHOTO  JOCIiKEHHS;
1HTepnpeTyBaTH pe3yibTath 1abopaTopHHUX, KIHIYHMX Ta lHCTp}’MGHTaJ'IBHI/IX
METOMIB JOCTiIKEHHS,; 1HTepnpeTyBam Ta 3BiTyBaTH NOGiuHi cepito3Hi i HecepiiosHi
n00i9Hi SIBHIA Ta peaKilii.




PexoMenaoBaHa JliTepaTypa:

ba3oBa:

1.

3akon Yxpainu «IIpo mikxapcbki 3acobu (BiILOMOCTi BepxoBHoi Pagu Vkpainu
(BBP), 1996, N22, cr. 86).

. Mansies BU, Epumnesa TK, Benoycosa BH, u ap. KinuHudeckie HCIBITaHUS

NexapcTBeHHBIX cpencTs. Kuis: «Mopuon»; 2002. 352c.

. Mixxaapossi eTHdHi pekoMeH/alii 100 TQCIiIKEHb, OB’ I3aHAX i3 310POB’SIM,

3a ygacTio ozieit po3poGieni Paoro MKHApOJHUMX OpraHizauiii MEIHYHHX HayK
(CIOMS) y cmiBrparni 3 BeecBiTHBOIO opramisaiiero OXOPOHH 310pOB’s (BOO3).
JIIT «JlepaBHuit eKcriepTHUH LeHTp MiHiCTEpCTBa OXOPOHH 30POB’Sl Y KpaiHM»;
2018. 121 c.

. Haka3 MinicTepctBa oxoponu 310pos’s Ykpainu 23.09.2009 Ne690 (y penaxuii

Hakasy MO3 Vkpainu 12.07.2012 Ne523) «Ilopsnox NpOBEeNEHHS KIIHIYHHX
BHIIPOOYBaHb JHKAPCHKAX 3ac00iB Ta EKCIEPTH3H MaTepialiB  KIiHITHHX
BUIIPOOYBaHbY.

. «Hacranosa. Jlikapceki 3aco6u. Hanexna kiminiuna mpakruka. CT-H MO3Y 42—

7.0:2008», 3aTBep/KeHa Haka3oM MiHicCTepCTBa OXOPOHH 370pOB’s YKpaiHH Bil
16.02.2009.p. Ne 95, 3i sminamu (naxa3 MO3 Vkpainu Bix 26.09.2017 Ne1169).

Haxaz MO3 Vkpaiau Bim 20.03.2024 Ne 480 "TIpo 3aTBEpIXKEHHS CTaHAAPTY
"HacranoBa. Jlikapceki 3aco6u. Kiacudixamis nikapchkux 3aco0iB IepeoBoi
Tepamii".

. Haxaz MO3 Vkpainu Bix 12.11.2024 Ne 1895 "IIpo 3aTBep/KeHHS CTaHAApTy

«Hacranosa. JIikapchki 3aco6u. Bumors 10 TOChE JOCTIIKYBaHUX JIKAPCHKHX
3aco6iB IepeIoBoi Teparii y Mexax KIiHiYHUX BHIPOOyBaHb»"

. TIopsiiok mpoBeieHHs KITiHIYHUX BAPOOYBaHb JTiKapChKHX 3ac00iB Ta eKCIEPTH3H

MaTepianiB KJIiHiYHUX BUMPOOYBaHb Ta THIOBE MOJOXKEHHS PO KOMICIIO 3 TUTaHb
CTHKH, 3aTBep/UKeHi Haka3oM MiHicTepcTBa OXOPOHH 370pOB’s YKpaiHH Bif

~23.09.2009 p. Ne 690.

Beauchamp T L, Childress JF. Principles of biomedical ethics . Oxford.: Oxford
university press; 1994. 546 p.

10.Kuhze H, Singer P, Bioethics. An Anthology. Oxford: Blackwell Publ. Ltd; 1999.

600 p.

JlomomikHa:

4

Massnes B, Jlamysos M, Byxriaposa T, Ta in. Hacranosa CT-H MO3VY 42—
7.0:2008. Jlikapchki 3aco6u. Hanexxna xiiniuna npaktuka. Kuis, 2009. 48 c.

. Manbues B, Jlsnysos M, Byxriaposa T, Ta in. CTannapTusaiis ¢papManeBTHIHOL

npoxykuii. CT-H MO3Y 42-7.0:2008. Hacranosa. Jlikapceki 3acobu. HanexHa
KiiHiuna npaktuka. Kuis: MO3 Ykpainn; 2012;659-704.




3. Mamsues BI, €dimmesa TK, Mana JIT Tta in. Meroauuni pexomeHmauii
3 YIIOPSAAKYBaHHs 1 3aTBEP/DKCHHS iHCTPYKIIH Ui MEIHUYHOTO 3aCTOCYBaHHS
nikapcbkux 3aco6iB Kuis : [IHEL] MO3 VYkpainn;1999. 96 c.

Indopmaniiini pecypeu:

1. World Medical Association Declaration of Helsinki. Ethical Principles for
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Tema 14. O6086°a3Kku cnoncopa e
e 3abecredeHHs AKOCTi GioMeIUYHOr0 BUIPOOYBaHHS,

e KOHTPOJIb IKOCTi BUIIPOOYBaHH;

e YIpPaBIiHHSA SIKICTIO BUIIPOOYBaHH,

e 0GOB’SI3KH CIIOHCOpA JI0 TIOYaTKy BHIPOOYBaHHB JIIKApCHKHX 3ac00iB,

1IiJl Yac IPOBEIEHHS BUIPOOYBAHHS, IiCIIsl 3aBEPIIEHHS JTOCIKCHHS.

rove

snamu: Krigiuai eranu po3poOku JiKapchKuX pedoBHH, OocHOBU KepiBHMIITBA
Hanexwroi kminiurOi Ta maGopatoproi npaktuku (GCP, GLP), Tumu MOHITOpiHTY
Kniniuaux BHOpoOyBaHb, NpaBWJa IUIAHYBaHHS, IIPOBEJCHHS, 3BITYBaHHS,
ayINTyBaHHS Ta 3aBepUICHHs BUIPOOYBaHb JiKAapcChKHX 3aco0iB; eTW4Hi Ta
MOpPaJIbHO-TIPaBOBI  acmeKTH OiOMEIWYHHMX JOCHI/PKEHb, MarH MOHATTS PO
yIIpaBIeHHS AKiCTIO BHUNPOOYBAaHHS, OOCAT i XapakTep MOHITOPHHIY, OOOB’S3KH
MOHITOpa JOCIiPKEHHSI, ayIUT Ta HOro MeTy.




eMimu: MaTH TIOHSTTS PO METOMIM i 3aXO/ YNPABJIEHHs SKICTIO 6ioMeITIHOro
BuUTIpoOyBaHHs, OOOB’A3KM CIOHCOpa 10 TOYarKy BUIPOOYBaHHS, Mix 4ac
IIPOBEJIEHHsS] BUIPOOYBAHHs, IIC/S 3aBEPIICHHS JOCI/DKEHHS; OIIHUTH OYiKyBaHi
DUM3HKM Ta KODHCTh JUIA TAI€HTIB Bif yuacTi B GiOMEZMYHOMY JOCIi/DKEHHI;
HajaBaTd iHGMOPMAIIIO PO BHIPOOYBAHHS JIKapCHKHX 3ac00iB NpETCHJIEHTaM Ta
yYacHUKaM JOCITi/DKEHHS 3T1HO eTHYHHX BAMOT GCP, GLP; KOpEKTHO peeCTpyBarTH,
06po6iisTH, 30epiraT Ta 3BiTyBaTd iHpopMmaio, oTpumaHy mix yac 6ioMeqUIHOTO
JOCTi/OKEHHS; OIUHIOBATH KpHUTEpii BKIIOYCHHS Ta BUKIIOYCHHS, iHTEpIpETyBaTH
pesyIsTaTé 1aG0paTOpPHHUX, KIiHITHHX Ta IHCTPYMEHTAIBHAX METOIB JOCHiKEHHS,
iHTepIpeTyBaTH Ta 3BiTyBaTH MOGIUHi cepHo3Hi i HecepiosHi MoOiuHi SBHUINA Ta
peaxIlii; OI[iHIOBATH PE3yNHTaTH JOCIIKEHb BUNPOOYBaHHS JIIKAPCHKHUX 3aC001B.
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8. TTopsiI0K MpoBe/IeHHs KIHIYHIX BUIPOOYBAHb JIKAPCHKAX 3ac00iB Ta €KCIIEPTU3H
MaTepiaiB KIiHIYHAX BENPoOyBaHb Ta THIIOBE NOIOKEHHS PO KOMICit0 3 TUTaHb
eTHKH, 3aTBEpIUKeHi Haka3om MiHiCTepCTBa OXOPOHH 310POB’S Vkpainu Biz
23.09.2009 p. Ne 690.

9. The Belmont Report: Ethical Principles and Guidelines for the Protection of
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Department of Health, Education and Welfare, The National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research, April 18,
1979 (ohsr.od.nih.gov).
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Tema 15. 3aysadxicenna, AKi Moxcymv Oymu 6uAeNeHi ni0 uac ayoumy
biomeouuHoz20 eunpoodysanHa.

® TIOHATTS Ipo aymuT (iHCIeKIil0) GioMeTMYHOro BUIPOOYBaHHS;
® HECYTTEBI 3ayBaXKCHHS; L

® CYTTEBI 3ayBa)kKCHHS;




e KPHUTUYHI 3ayBa)KCHHS.

snamu: ocHou KepiBuunrsa HanexHoil KiIiHiUHOI Ta 1a60paTOpHOi MPAaKTHKH
(GCP, GLP), mnpaBuia IUTaHyBaHHs, IPOBEACHHS, 3BITyBaHHs, ayIWTYBaHHS Ta
3aBepIICHHS BUNPOOYBaHb JIKAPCBKUX 3aco0iB; €THYHI Ta MOPaTbHO-NPABOBI
aCIeKTH OlOMEeIMYHUX IOCHTiKEHb, BUIM AayIuTy, THIIH 3ayBa)KCHb, BUABICHUX IIiJL
Yac aygWTy, MaTd TOHSATTS: NMPO YIPABIEHHS SKICTIO BHIPOOYBAHHS JiKapChKHX
3aco6iB, 00cAT 1 XapakTep MOHITOPHUHTY, ayIUT Ta HOro 3ajayd, €Taly IPOBEACHHS
ayIuTy.

émimu: MaTH TIOHATTA Opo ayauT (iHCMeKuio) 6iOMEeIUYHOro BHIIPOOYBaHHS,
MaTH TIOHATTA OO 3ayBaXKEHHs, SKI MOXYTh OyTH BHABICHI IiJ 9ac ayauTy
BUIIPOOYBAaHHSA; HajaBaTH iH(GOPMAI[i0 [PO BHIPOOYBaHHS JIKapCBKHX 3aco0iB
IpeTeHEHTaM Ta yYaCHHUKaM MOCIiMkeHHs 3rimHo ermynumx Bumor GCP, GLP;
KOPEKTHO PEECTpyBaTH, 00po0IIsTH, 30epiraTi Ta 3BiTyBaTH iHQOpMAIilo, OTPUMAHY
mig 4ac G6GiOMEIWYHOTO MOCHIMKCHHS; OIUHIOBATH KpHTEpii BKIIOYEHHS Ta
BUKIIOUEHHS, IHTEPIIPETYBATH pE3YyJbTaTH JIaDOpaTOpHHX, KIIHIYHHX Ta
iHCTpyMEHTAIBHUX METOMIB JOCIIKEHHS; iHTEpIpeTyBaTH Ta 3BiTyBaTH IOOIYHi
cepitosHi i1 Hecepiio3Hi mTOGiuHi sBMINA Ta peakwii; OLHIOBATH pE3yJIbTATH
JIOCITiIKEHb BUIIPOOYBaHb JTiKapChKUX 3ac00iB.
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Hop;mox TPOBEJICHHS KJIHIYHAX BUOPOOYBaHb JiKapCHKUX 3aC00iB Ta €KCIEPTU3H
MaTepianiB KIiHiYHAX BUNIPoOyBaHb Ta THIIOBE MONOKEHHS PO KOMICIIO 3 MHTaHb
eTHKH, 3aTBep/PKeHi Haka3oM MiHicTepcTBa OXOPOHH 3/I0pOB’s YKpaiHH Bil
23.09.2009 p. Ne 690.
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